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PROCEEDI NGS
Call to Order

DR SWAIN.  Good norning. | would like to call to
order the Circulatory System Devices Panel Meeting. W wll
first have a reading of the conflict of interest statenent.

Conflict of Interest Statenent

DR. STUHLMULLER: The fol |l om ng announcenent
addresses conflict of interest issues associated with this
nmeeting and is nade a part of the record to preclude even
t he appearance of an inpropriety. The conflict of interest
statutes prohibit special governnent enployees from
participating in matters that could affect their or their
enpl oyers' financial interests.

To determine if any conflict exists, the agency
reviewed the submtted agenda and all financial interests
reported by the commttee participants. |t was determ ned
that no conflicts exist.

In the event that the discussions involve any
ot her products or firns not already on the agenda for which
an FDA participant has a financial interest, the
partici pants shoul d exclude thensel ves from such invol venent
and their exclusion will be noted for the record.

Wth respect to all other participants, we ask, in
the interest of fairness, that all persons naking statenents
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or presentations disclose any current or previous financial
i nvol venent with any firm whose products they may wi sh to
coment on.

Class | financial interests include conpensation
for time and services of clinical investigators, their
assi stants and staff in conducting the study and appeari ng
at the panel neeting on behalf of the applicant. Cass |
interests include direct stake in the product under review,
for exanple, inventor of the product, patent hol der, owner
of shares of stock, and Class Ill interests include owner or
part owner of the conpany.

DR. SWAIN. Thank you.

| would |i ke each panel nenber to now do an
introduction with their name, where they are fromand their
area of specialty.

DR. T. SIMMONS: Tony Sinmons, Bowran Gray School
of Medicine, Wake Forest University, cardiol ogy,
el ectr ophysi ol ogy.

DR J. SIMMONS: Jacqueline Sinmmons, no relation
to Dr. Tony Simmons. | ama general internist fromM am,
Florida, practicing internist. M specialty is preventive
medi ci ne and public health. | aman adjunct assistant
professor at the University of Mam.

DR. VEEI NTRAUB: Ronal d Wei ntraub, cardi ac surgeon
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Beth | srael Deaconess Hospital in Boston.

DR. VETROVEC. George Vetrovec, Medical College of
Virginia, Virginia Conmonwealth University at Ri chnond,
Virginia, interventional cardiol ogy.

DR. GOORAY: | am David Gooray from Washi ngton
D.C. | amin general cardi ol ogy.

DR. GOGA NS: Jean Goggi ns, Medical Director,
Medox Medicals, and industry representative to the panel.

DR. GREGORATCS: Gabe Gregoratos. | ama clinical
cardi ol ogi st, University of California at Davis.

DR. BRINKER: Jeff Brinker, Johns Hopkins.

DR. G LLIAM Rosie GIlliamfrom Ri chnond,
Virginia, cardiology and el ectrophysiol ogy, private
practi ce.

DR. CURTIS: | am Anne Curtis fromthe University
of Florida in Gainesville, Florida, cardiol ogist and
el ect r ophysi ol ogi st.

DR SVAIN. | amJulie Swain, University of
Kent ucky, cardi ovascul ar surgery.

The voting menbers for today are Anne Curtis,
Rosie Glliam Dr. Sethi, who is not here yet, and Tony
Si nmons.

The consul tants appointed to tenporary voting
status for this neeting are Jeff Brinker, Gabe G egoratos,
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and the alternate, Ron Weintraub. | amnot sure what
al ternate neans.

DR, STUHLMIULLER: In the event of the unexpected
absence of a voting nenber.

| need to read one statenent for the record.

It is appointnent to tenporary voting status.
Pursuant to the authority granted under the Medical Devices
Advi sory Commttee charter, dated October 27th, 1990, as
anended April 20th, 1995, | appoint the foll ow ng people as
voting nmenbers of the G rculatory System Devi ces Panel for
this meeting on April 7th, 1997: Jeffery A. Brinker, MD.,
Gabriel G egoratos, MD., Ronald M Wi ntraub, MD.

For the record, these people are Speci al
Governnment Enpl oyees and are consultants to this panel.
Under the Medical Devices Advisory Commttee, they have
undergone the customary conflict of interest review and have
reviewed the material to be considered at this neeting.
Signed by Elizabeth E. Jacobson for D. Bruce Burlington,
MD., Drector of Center for Devices and Radi ol ogi cal
Heal t h, dated March 31st, 1997.

DR SWAIN. | would also like to nention that as

Goggi ns said, she is the industry representative, and
Gooray is the consunmer representative.
Do we have any ol d business?
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[ No response. ]

DR. SWAIN:  Lacking that, we will go to new
busi ness, which is the open public hearing on Premarket
Notification Application K963904 on the Heart Alert, Inc.,
Cardi ac Event Recorder devi ce.

This is the open public hearing part here,
traditionally the conpany presents.

DR. STUHLMULLER: They are going to present
initially as part of the open commttee discussion. During
t he open public hearing, the North American Society of
Paci ng and El ectrophysi ol ogy has requested tine to speak,
and Al an Morgan and Cynthia Tracy, MD., wll present for
NASPE at this tine.

Open Public Hearing

DR. TRACY: Good norning. Thank you.

| apol ogize. | alnmpbst mssed this. | got tw sted
around on Redl and Road and circled this building for about
hal f an hour.

| am here on behalf on NASPE, the North Anmerican
Soci ety for Pacing and El ectrophysiology. There is the
sunmary statenent which was sent from NASPE to you. |
believe all of you have a copy.

NASPE is a professional organization of physicians
and scientists.
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DR. SWAIN: G ndy, excuse ne. Could you declare a
conflict of interest or financial status with this conpany?

DR. TRACY: Since | don't know what the conpany
is, I have no conflict of interest, no financial interest in
any of this. | amsinply as a representative of the
Prof essi onal Society of Electrophysiol ogists and Scientists
dealing with heart rhythm disturbances.

Transt el ephonic nonitoring is a type of nonitoring
devi ce that physicians typically will use to survey patients
who have sone type of transient synptomthat m ght suggest
that they are having a heart rhythm di sturbance, so it is
the type of patient that you are concerned about who has
fainting spells or near fainting spells where you can't
catch it on a routine el ectrocardi ogram or a physical exam
or a 24-hour Holter nonitoring, so this is the type of
device that you mi ght place on a patient and send them for
two or three weeks with the unit in place.

It is often self-activated by the patient. The
devices that are currently avail able have several different
types, ranging fromones that the patient activates
t hensel ves to ones that record automatically.

It is afairly sophisticated systemand the key to
maki ng the device work is having good contact between the
pati ent and the physician. So, anytine a patient is sent
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out, the device is prescribed, an order is called in by the
physician to the conpany or to their own hospital that is
surveying the results of these devices, saying alert nme if
pati ent so-and-so has three beats of ventricular tachycardi a
or a pause greater than two seconds.

So a very distinct prescription is called in for
the patient, and the patient is given very clear
instructions as to the phone nunber to contact to nmake a
transm ssion after they have recorded, for exanple, on their
wist device. They then call in the results of that
recordi ng.

The recording then, if it neets the criteria that
t he physician has predeterm ned as being potentially
life-threatening or serious to warrant contact, the
physician is then contacted by tel ephone and by fax
transm ssion with the el ectrocardiogramthat was transmtted
by the patient.

So the key thing here is the good contact between
the patient and the physician in order to make this thing
wor k.

The concerns that NASPE rai sed about an
over-the-counter device like this are several fold. There
is nothing stated here as to what the contact will be, who
will determne the guidelines to say this is a dangerous
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rhythmor this is not a rhythmthat the patient is
transmtting, what |evel of sophistication does the person
receiving the transm ssion have in terns of interpreting the
results of the transm ssion.

VWhat m ght be a very benign rhythm for one patient
may be a potentially life-threatening rhythmfor another
patient and vice versa. So, there is no assurance here that
anybody with any degree of sophistication is going to be
receiving their transm ssion.

Once the transm ssion is received on the
over-the-counter device, then, what happens, does a
physi ci an out of the blue get a tel ephone call and say your
patient, Joe Smth, who you may not have seen in 12 years,
just called in with five beats of supraventricul ar
tachycardi a?

So, the main problemthat NASPE sees with this
thing is a problemof contact and know ng how to interpret
t he data when it cones in.

The ot her issue that we have concern over is the
quality of the transm ssion that will be made by the device.
Many tinmes you, with the patient, have to go through two or
three different types of transtel ephonic nonitors in order
to come up with one that works for the patient.

A sinple wist recorder may not work on one
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patient, whereas, a |oop recorder where they hook up

el ectrograns to the chest may work. So this flexibility is
needed, a very carefully defined prescription is needed in
order to be sure that you are going to get adequate
information for caring for the patient.

The other, on sort of a personal level, | am not
sure how a patient would handle this type of nonitor. This
is kind of a scary thing, this nonitor. |If you call into a
techni ci an who doesn't know you and says, yes, you had three
beats of sonething, patients are going to be very, very
frightened just out of context to know that they have
sonething there that the nonitor has picked up, whereas, it
may be a conpletely benign thing, and if |, as a physician,
have prescribed the device, | would say, |ook, you are going
to transmt premature such and such, don't worry about it,
it nmeans nothing, but to out of the blue get contact froma
techni ci an saying that you have sonething on your nonitor, |
think would be fairly terrifying for a nunber of people.

So, | think that is just nore of a personal, maybe
not a NASPE | evel concern.

So, just to sunmarize then, our concern is one of
continuity of care, contact wth the patient, and the
quality of the transm ssions that will be nade with this
devi ce.
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DR. SWAIN. Thank you.

The next presentation is Al an Mrgan.

MR, MORGAN: | am Alan Morgan, health policy
anal yst for the North Anerican Society of Pacing and
El ect r ophysi ol ogy.

DR. SWAIN:  Fi nanci al class?

MORGAN: Excuse ne?
SWAIN:  Your financial class?

MORGAN: Fi nanci al cl ass?

T » 3 3

SWAIN.  Are you related to this conpany in any
way ?

MR. MORGAN: Absolutely not. Absolutely not.

DR SWAIN. | think we will have your
presentation. Then, we wll have questions of the panel
menbers to both you and C ndy.

MR. MORGAN: Very good. Dr. Tracy covered the
mai n poi nts that NASPE had al t hough the financial end of it,
we have no relation to this conpany. W don't know who this
conpany this, and that presented a unique dilema for us in
commenting on this because we could only comrent on the
br oad- based concerns that we would have with such a device.

I n such and not seeing the specific application of
t his conmpany, NASPE woul d suggest that perhaps a pilot study
m ght be a better way of |ooking, going forward with this to
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addressing sone of the concerns that we are not really sure
of. Perhaps in the application itself, it addresses this,
and a pilot study would not be necessary, but that was one
of the general concerns that our nenbers had of | ooking at
this issue without any specific information fromit.

As | said, Dr. Tracy presented our comments, and
we wll have witten comments. | believe you may have them
If not, we will provide themto you.

Thank you very nuch.

DR. SWAIN: Do the panel nenbers have questions
for Dr. Tracy or M. Mrgan?

DR, GREGORATCS: A conment. | appreciate NASPE s
input. | think NASPE probably had been at a di sadvant age
because you probably just received the general announcenent,
a letter, a generic letter fromthe agency, you have not
seen the specifics.

So, sone of your coments will|l be addressed, but
many of your comments are very simlar at |east to mne and
probably other menbers of the panel, so we wll see howit
pl ays from here on

DR. BRINKER: There are a couple nenbers of NASPE
on this panel. It probably should be obvious to you all.
One of the questions that we are going to have to separate
out is the issue of patient entitlenment to make their own
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deci si ons about health care, perhaps independent deci sions,
and whether that is appropriate, at |least for this class of
physi ci ans.

Now, my understanding fromyour statenment is that
that is not the issue that is being entertained, and the
issue that you are really entertaining is, is there sone
information that can be supplied to you show ng that this
nood of arrhythm a detection is safe for the patient, has
sone sort of effectiveness, and that if that denonstration
could be made, even though it takes the individual physician
out of the | oop, that NASPE woul d have no problemw th this
issue, and if data, for instance, froma study, let's say,
in another country in which this formof option were
avai |l abl e and showed that it was effective and peopl e
weren't dying of anxiety when the found out that they had
three beats of sonething, that woul d assuage NASPE' s
concern?

DR. TRACY: | would be very interested in seeing
data that m ght have been gathered on the use of this type
of an instrunent. Cardiac rhythns are a fairly unique
category of disease or an entity, it is not something that
is easy for the patient to determ ne the significance
t her eof .

A di abetic who has a hone bl ood sugar nonitor
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knows that when they have a bl ood sugar of 220 or 240, that
it is not quite right. A person at hone with a structurally
normal heart who has vaguel y nedi ated paroxysns of atri al
fibrillation may not realize that that is a benign

di st ur bance.

It is very difficult for a patient to nmake the
type of decision regardi ng what needs to be done, | would
t hi nk, based on what is recorded.

Now, the nmajority of transm ssions, as nany of you
know, that we get, will be very benign findings, but it does
take often a lot of tinme and a | ot of reassurance, and
per haps sonme background studies on the patient to reassure
themthat that is nothing that needs to be treated, nothing
to be concerned about.

So, | think it would be -- I amnot so much
concerned that people are going to be dropping dead from
untreated di sturbances. | am nore concerned about the
overdetection of things that m ght not need to be treated.

So, | would be interested to see the results of
anything that you have like that, but | think sone of these
concerns would still exist in ternms of the quality of care
that we want to provide patients in this country.

DR BRINKER: Well, that is a critical issue, and
the issue is, is there a threshold by which NASPE woul d be
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satisfied that this is a reasonabl e approach, or is the nere
fact that this takes the consul ting physician, and the
consul ting physician-patient relationship out of the
picture. Really, at least that is a screen. |Is that

sonmet hing that NASPE i s set against?

DR. TRACY: | have to defer, at |least to sone
extent, on the gl obal NASPE policy, but it has been NASPE' s
feeling that cardiac rhythm di sturbances are best treated by
cardi ol ogi sts and el ectrophysi ol ogi sts, and not by |ay
peopl e.

DR. BRINKER:. That gets right to the point. What
kind of, for instance, pilot study would you want if the
bottomline is we are not going to be happy with anything
| ess than a physician-directed arrhythm a nanagenent, so |
think that issue has to be clear fromyour policy point of
Vi ew.

DR. TRACY: Right.

DR. SWAIN:  Are there any other questions? Ron.

DR. VEEI NTRAUB: How are you going to defend this
when you see this the Washi ngton Post, that this very safe
device, which really has no down side in terns of specific
patient health or safety, has been knocked by NASPE or voted
down by the panel because NASPE is a guild for cardiologists
with EP training, and they don't want to be taken out of the
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| oop and | ose all their fees and rei nbursenent, you know,
how are you going to answer that?

DR. TRACY: | think it is clearly not an answer of
reinmbursenent. It is clearly an answer of the difficulty of
interpreting the significance of cardiac rhythns in any
patient popul ation.

| think there are tines where a physician is
needed in order to nmake a determ nation that sonething is
beni gn or sonmething is not benign. It is too nuch of a
burden, | believe, to place on the individual to interpret
the results of their transtel ephonic nonitor.

| don't know who the receiver is on the other end.
| don't know what |evel of technician or physician support
is on the other end, but it is too nuch of a burden to place
on --

DR. VEI NTRAUB: Well, | amthe patient. | wll
t ake the burden. You know, | ama strong fellow and |
believe in the Anerican way and bei ng i ndependent and taking
responsibility for ny own care. Wat is wong with that,
that is a harnm ess device?

DR. TRACY: It may be a harm ess device just as a
bl ood sugar nonitor is a harml ess devi ce.

DR. VEEI NTRAUB: But | can do ny bl ood sugars at
hone.

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E.
Washi ngton, D.C. 20002
(202) 546-6666



DR. TRACY: And have a physician-directed therapy
after you do the blood sugar. It is not possible for a
i ndi vidual patient to determ ne what the appropriate therapy
or lack of therapy is based on the results of any test, and
this is a very difficult area to manage. Cardi ac
arrhythmas is a very difficult area to manage, and it is
not a reasonable thing to have the patient determ ne what
must be done.

DR. VEEI NTRAUB: Well, even the experts, | nean
they didn't do so well by Reggie Lewis. You know, maybe |
wll do better on ny own.

DR. TRACY: WMaybe you woul d.

DR VEINTRAUB: | nmean | think this is the kind of
thing that -- you know, | am synpathetic with your point of
view, and | take care of cardiac patients, too, and they
certainly have high levels of anxiety, and | understand the
objection, but this is the kind of public response we,
NASPE, FDA may get if we take it out of the patient's hands.

DR. TRACY: | think that is reasonable to expect
are response |like that, but | think that this is a fairly
educat ed popul ation that woul d even desire such a nonitor,
and hopefully, we would be able to educate them further as
to the need for a link to the physician.

| don't know how this thing was envisioned to fit
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into the health care scenario, but just to | eave a nonitor
in a patient's hand is just too scary to think about for
that patient.

DR. SWAIN. Dr. Sinmmons. Jacqueline, you can
start first.

DR J. SIMMONS: | was just wondering what
guestions you woul d pose in your pilot studies.

DR. TRACY: | haven't seen anythi ng nore about
this device than what was presented to NASPE, and it is
fairly brief. | think the questions that woul d have to be
answered at |east immediately is who is receiving the
transm ssions, who does the quality assurance on the
transm ssi ons, what contingencies are there if the
transm ssions are i nadequate, who gets notified if there is
an abnormal rhythm di sturbance and what kind of 911 backup
is there with the device.

Most of the conpanies that we use through
prescription use will automatically call 911 if there is a
| et hal rhythm di sturbance, so what kind of energency backup
is available. Does it neet the same standard that the
currently avail abl e devi ces have.

DR. SWAIN:  Tony Si nmons.

DR, T. SIMMONS: Just a couple of quick questions.
Nunmber one, you know, | am a menber of NASPE, and certainly
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| didn't get polled on this. | nean what part of NASPE is
responding to this?

MR. MORGAN: That woul d be the NASPE Health Policy
Comm ttee and the NASPE Executive Conm ttee.

DR SWAIN.  |If you answer questions fromthe back,
you need to speak in the m crophone because this is being
recorded. So, Cindy can just repeat that.

DR. TRACY: It was the Health Policy Conmttee,
NASPE Heal th Policy Conmttee and the Executive Conm ttee of
NASPE

DR T. SIMMONS: | think Dr. Wintraub was sort of
being the devil's advocate here and hopi ng that you would
say sonmething that maybe I will try and drag out of you.

Is this a benign device, is this going to hurt
peopl e?

DR. TRACY: | think there is the potential that it
will hurt people. | think that a device that puts sonething
uninterpretable in their hands is potentially
life-threatening. Sonme things that may not be
life-threatening to a patient wwth a structurally nornal
heart may be life-threatening to a patient with Reggie
Lew s' type of cardiac condition.

| think that this can give undocunented or
unsubstantiated or uninterpreted data to sonmebody who has no
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power, no knowl edge to deal with the information that they
are given. It is not appropriate for Reggie Lewis to nmanage
his own rhythm di sturbance. It is not appropriate for a
patient wth hypertrophic cardi omyopathy to try to determ ne
whet her the seven beats of v-tach that were picked up is
potentially life-threatening or not.

DR SWAIN: | think as Tony was sayi ng, what we
are skirting around is the two issues that we al ways deal
with, safety and efficacy, and | think that will engender a
very interesting di scussion here.

| think the drug people probably have far nore
experience than we do in over-the-counter type things. This
is the first time in ny seven years on this panel that this
i ssue has conme up, so it ought to be a fascinating
di scussi on.

Are there any other questions for M. Mrgan or
Dr. Tracy fromthe panel nenbers?

[ No response. ]

DR. SWAIN.  Then, | would |ike to ask any ot her
menbers of the audience -- this is part of the open public
hearing -- if anybody el se has comments about anything.

[ No response. ]

Premar ket Notification Application K963904
Heart Alert, Inc., PHD Cardiac Event Recorder
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DR. SWAIN:  So there is no further discussion.
Then, we will start our open conmttee discussion of the
Premar ket Notification Application for K963904, the Heart
Alert, Inc., Cardiac Event Recorder.

The first presentation will be fromthe conpany.
| would rem nd the panel nenbers that this |arge sheath of
papers they got this norning, | think the |last two-thirds
are the slides fromthe conpany.

The conpany representative, introduce yourself and
financial class.

Conpany Presentation

MR, COSTELLO  Good norning, |adies and gentl enen.
My nanme is Paul Costello. | amthe President and
st ockhol der of Heart Alert.

Before we begin this norning's presentation, |
woul d i ke to take any opportunity to introduce to you sone
ot her nmenbers of the organization.

John Hoggl e, Chairman and Chi ef Executive Oficer
of Heart Alert. CQur science adviser, Dr. Lowell Harm son.
Wayne Mosel ey, Executive Vice President. And beginning this
norning's presentation, Dr. David Brill, MD., fellow of the
Anerican Col | ege of Cardi ol ogy.

Dr. Brill's training includes a nedical degree
from Col unbi a University, internships and residency at
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Yal e- New Haven, fellowships at Johns Hopkins and the

Nati onal Heart, Lung, and Blood Institute, and 10 years of
clinical experience, as well as a clinical professorship of
medi ci ne at Brown University.

Dr. Brill.

DR. BRI LL: Thank you. Good norning, everybody.
As M. Costello said, | ama stockholder in this conpany.

| would Iike to start out by saying that Heart
Alert shares nost of the sane concerns that were just
brought up by NASPE, and our first task was to address those
concerns, so that we could feel confortable with offering
this kind of a service.

| will outline to you today what we hope to do, a
little about Heart Alert's experience in this market, and
hopeful | y convince you that by extending this service to
subscribers we wll be giving thema useful benefit.

[Slide.]

Again, just so the commttee understands, | ama
practicing cardiologist. That is ny full-tine job. I
practice general cardiology in Providence, Rhode Island. |
am an assi stant clinical professor at Brown University
Medi cal School, and | deal with patients with arrhythm as as
part of ny general practice.

[Slide.]
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Qur goal at Heart Alert is to sonehow extend the
benefits that we have all realized through the use event
recording and arrhythm a nonitoring to a broader popul ation
of people. W hope that we can reduce barriers to nedical
attention that already exist and enpower the individuals to
take sone responsibility for their own health.

W hope that we can provide |ong-term support to
subscri bers who nay have ongoi ng concerns and anxi ety about
their health by giving them sone i nmedi ate feedback and
assi stance when necessary.

[Slide.]

As you all know, there are mllions of people in
the United States who suffer fromsynptons that are
suggestive of an arrhythma, and as you also all know, it is
often extrenely difficult to nmake any di agnosis or give any
reassurance to these people because they are never in your
of fi ce when they have the synptom

[Slide.]

The National Anmbul atory Medical Care Survey in
1991 | ooked at 12 mllion visits for synptons of arrhythm a.
There were 3 mllion people conplaining of palpitations and
abnormal pulsations, 1 mllion conplaining of fainting, and
8 mllion conplaining of vertigo.

[Slide.]
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In this population, there were 13, 000 epi sodes of
pre-excitation syndronme di agnosed, 20,000 epi sodes of AV
nodal re-entry and tachyarrhythm a, 25,000 epi sodes of
atrial tachycardia or flutter, and 150, 000 epi sodes of
ventricul ar tachycardi a.

[Slide.]

Now, as you all know, initially, the
el ectrocardi ogram was the only useful way we had to docunent
any arrhythmas, and it required that the patient be in the
physician's office at the tine they were having the synptom
whi ch was obvi ously not very practical.

Holter nonitoring then allowed us to record the
heart rhythmfor 24 hours at a tinme, and nore often than
not, again, the synptomdid not occur during that 24-hour
peri od.

[Slide.]

When event report recordi ng becane w dely
avai l able in the 1980s, we were able to nonitor patients for
an extended period of time, 30 days, sonetinme 60 days, and
our ability to actually pick up arrhythm as was vastly
i mpr oved.

[Slide.]

In 1989, the American Col |l ege of Cardi ol ogy and
Anerican Heart Associ ation devel oped the guidelines for
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anbul atory ECG recordi ng.

[Slide.]

They described three classes and indications for
use. Cass | was conditions for which there is general
agreenent that an anbulatory ECGis a useful and reliable
test. Cass Il were those conditions for which an
anbul atory ECG is frequently used, but there is a divergence
of opinion with respect to its utility.

When they | ooked at various disease entities and
cardi ol ogic problens, in general, they canme up with these
synptons and these classifications. Cass | included
synpt ons of pal pitations, syncope, and di zzi ness, and C ass
Il were synptons of shortness of breath, chest pain, or
fatigue.

[Slide.]

This is just one exanple of a paper describing the
effectiveness of transtel ephonic cardiac nonitoring. As you
can see, there were 63 reports of pal pitations, 34 of
di zzi ness, 16 of chest pain, 5 of dyspnea, and 6 of syncope.
As you can al so see, there were significant percentages of
arrhyt hm as associated with those synptons.

O those patients conplaining of palpitations, 70
percent had sone arrhythma identified. O those
conpl ai ning of dizziness, there were 32 percent who had
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identifiable arrhythmas. O those conpl ai ning of chest
pain, there were 6 percent identifiable arrhythm as, and of
those with dyspnea, 40 percent, and syncope, 33 percent.

[Slide.]

This slide outlines Heart Alert's own experience
i n Novenber of 1996 with approximately 2, 700 patient calls.
There were 1, 145 conpl aints of pal pitations, 463 of chest
pain, 518 of dyspnea, 354 of heart racing, 163 of
fluttering, and 54 of fatigue.

As you can see in the far righthand colum, there
70 percent of those patient wth pal pitati ons who had
arrhythm as, 12 percent wth chest pain, 51 percent with
dyspnea, 37 percent with heart racing, 25 percent with
fluttering, and 31 percent with fatigue.

[Slide.]

Now, as useful as this systemis, and we all use
it in our daily practice, there are sone significant
problems we feel. The first is a problemthat there are
barriers to access to the device. Patients often have sone
sense of denial and choose not to go to a physician for
what ever reason. Communi cati on between the physician, the
nmonitoring service, and the patient is not always ideal.

The duration of nmonitoring as it is currently used
is generally only 30 to 60 days and rarely can be extended
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| onger, and there is limted availability based on sone
patient's insurance plans or health care payers.

[Slide.]

O tenti nmes people do not have a designhated
physi ci an, and the question is can we hel p these people who
have not seen a physician by identifying a significant
probl em Another problemthat we encounter is that a device
is prescribed for a patient, but they don't feel they are
getting adequate feedback fromtheir physician, who may view
a normal rhythmstrip and sinply won't take the tinme to cal
t hem back and say, oh, yes, that strip was normnal.

Patients travel beyond their |local area and are in
i edi ate touch with their physician and don't know who to
call or who to contact when they are far fromhone, and as |
nmenti oned before, there may be adm nistrative problens in
terms of the patient's ability to get the device through
their current health plans.

[Slide.]

Patients don't cone to doctors for a | ot of
reasons. Sone fear |oss of control. There is sone anxiety
associated with visiting the doctor, and there is the
i nconveni ence of meki ng an appoi nt nent when the person may
be working or have children to take care of.

[Slide.]
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Comruni cation can be a probl em because of the
i naccessibility of health care providers when they are busy
with other patients or doing procedures, the response can
of ten be i nadequate. For those of you who cover for other
physi ci ans on the weekend will know that you nay get a phone
call froma patient who has synptons of palpitations and you
don't know the patient, you have no data on that patient,
and chances are they don't have an event recorder to help
you at that tine.

Physi ci ans are not always avail able, and if you
deal with covering physicians, the consistency of the
response to the patient is often vari abl e.

[Slide.]

Arrhythm as are notoriously transient and 30 days
and 60 days may not be enough tine to pick up arrhythm as.
In addition, many patients want continued assurance. | have
many patients and whom | have said, you know, this really
isn'"t a problem we have seen it, we have done the event
recorder, they are nothing but benign PVCs, and yet despite
that reassurance fromne, they are still worried.

Patients who have cardi ac surgery or nyocardi a
infarctions often get some sense of confort from having a
devi ce avail able even if, froma purely nedical perspective,
the diagnostic yield may be relatively | ow
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[Slide.]

We feel that a subscriber-based service could
all eviate many of these problens. It would provide inproved
accept ance, enhanced conmmuni cation, the ability to nonitor
for an unlimted duration of tine, and enpowernent of the
i ndividual to take sone nore responsibility for their own
heal th care.

[Slide.]

It is our intention to use the sanme nonitoring
service and the sane devices which we currently use in our
physi ci an prescription service and apply these to the
subscri pti on-based popul ati on.

This would allow us to reach a broader popul ation
and sinplify the access of nore people to this valuable
t echnol ogy.

[Slide.]

Subscri bers are given an 800 access nunber that is
avai |l abl e 24 hours per day, 365 days per year. Wen they
call this nunber, they get an immedi ate response and
i mredi ate advice fromthe person at the other end of the
phone. There is instant access to subscriber data, which we
will show you later, was collected at the tine of
enrol | ment.

[Slide.]
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We believe this would i nprove acceptance and
comruni cati on anong subscribers. Subscribers would be the
ones who initiate the service, control the service, and
deci de how Il ong they want to use it.

We have set up systens which we believe sinplify
the use of the device, and we provide direct subscriber
communi cations, which is sonething they cannot obtain at
this time when they call a nonitoring service. There is
i mredi ately analysis of their rhythmstrip and feedback
including tinely access to energency services when that is
appropri ate.

[Slide.]

Now, the question is who can benefit fromthis
devi ce and who can be hurt. The list that you will see
before you was taken directly fromour 510(k) and outlines a
nunber of people who we think are especially at high risk
for arrhythm as, are those people who would benefit fromthe
reassurance of having such a devi ce.

There are those individuals who want to maintain
sonme control over their own health status, those individuals
who experience pal pitations, fatigue, fluttering, chest
di sconfort, shortness of breath and heart racing, those
i ndi viduals with known coronary artery di sease, or who have
known risk factors for coronary artery di sease.
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[Slide.]

Those who have congenital cardi ac anonalies, those
who are in physiologic decline and may be suffering from
sone decrenent in their cardiac performnce, those who have
acute and chronic periods of anxiety and depression, and
t hose who take nedications and/or stinmulants that could
produce alterations in cardiac rhythm

[Slide.]

Finally, there are issues of |ocation, those who
travel beyond their |ocal area on business or |eisure and
may have difficulty contacting nedical personnel, those who
do not |ive nearby to an energency nedical center or a
heal th care provider, and those who are begi nning or engaged
in an exercise program

[Slide.]

At this point what | would like to do is show a
brief video, which is the video that would be given to a
potential subscriber when they enroll in the program and
then Paul Costello will describe for you nore about our
operations at Heart Alert.

[ Vi deot ape shown. ]

MR. COSTELLO. Before | begin, I would like to
clear up just a brief oversight and introduce to the panel,
Dr. Catherine Faust, Vice President of Operations of Heart
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Alert. | apol ogize.

[Slide.]

Let me take an opportunity now to describe to you
Heart Alert's personal heart device and subscri ber-based
nmonitoring service. The PHD is approved device K944362. At
FDA's request, the case nold has been nodified to seal the
lead wire port and the labeling will reflect Heart Alert
conplete with the 800 nunber.

The subscri ber-based nonitoring service is
identical to the current physician-based nonitoring service.
Heart Alert's nonitoring technicians, who are certified, are
avai |l abl e 24 hours a day, every day. These technicians are
supervi sed by physici ans.

[Slide.]

| would |ike to define for you now the procedure
by which an individual would becone a subscriber. | would
like to point out that this procedure will include a ful
di scl osure of all benefits, indications, contraindications,
and that all questions with the individual wll be answered
prior to themenrolling and becom ng a subscri ber.

The first step would an individual would call our
800 nunber and speak with a Heart Al ert subscriber
representative. Heart Alert would provide the individual
with details, indications, contraindications.
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[Slide.]

Heart Alert would then conplete over the tel ephone
an enrollment formw th the individual where we w ||
extensive information. This will ensure that during this
enrol | ment period, a full description of the nonitor and the
nmoni toring service has taken place, that it has been clearly
detailed with the individual how their device works and how
the service is used and how the subscribers and the
nmonitoring service wll work together.

[Slide.]

As part of this enrollnment form we w Il gather
general and denographic information, physician information,
energency nedical facility information, nedical history, and
a risk factor profile.

[Slide.]

Once an individual elects to beconme a subscribers
of the Heart Al ert subscriber nonitoring program they wll
receive the follow ng package: a PHD device with batteries
and carrying case; an instructional video, a portion of
whi ch you have just seen; a quick reference guide, as well
as instruction manual outlining the use of the device.

One other very inportant critical piece of
information they will receive in this package -- and | would
like to take an opportunity to pass a copy to each one of
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t he panel nenbers --

DR SWAIN. Could |I also ask if you happen to have

t he device -- excuse ne, you are not allowed to give out
anything that is not in the panel packet, | amsorry. W
keeper has just infornmed ne of that, | amsorry.

| f you happen to have a prototype of the device,
it is nice to pass down, and we can | ook at that while we
go.

MR. COSTELLO We were fortunate enough to make an
overhead of this |last piece of information.

DR. SWAIN.  And you can give a piece of that
information to our executive secretary, who can then decide
what to do with it.

DR. STUHLMJULLER: It is in the package.

DR. SWAIN:  What you have in the presentation
can't include anything that is not in the panel packet
al r eady.

It's in the packet. W have already got it.

MR. COSTELLGO  So, you have it.

This last piece of information to be included in
t he subscri ber package is the subscriber's designation and
certification statement. This will be where this subscriber
inforns Heart Alert of where energency information is to be
sent and how Heart Alert will conmmunicate with the
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subscri ber's designated either physician or nedical
facility.

Heart Alert will not activate any subscriber's
enrol I ment until hardcopy of this designation formis
received and entered into our records.

DR. BRINKER: What if the patient doesn't want to
gi ve a physician's nane?

MR, COSTELLO This designation states either a
physician or a nedical facility. They nust designate
someone.

[Slide.]

Once Heart Alert receives this information, we
wi || schedul e a subscriber orientation session. This is to
be a tel ephone conversation designed to | ast several
m nutes, which wll involve an extensive discussion between
t he subscriber and the Heart Alert technician.

The objectives during this orientation are to
provi de detail ed denonstration and repeated device use on
behal f of the subscriber, so that it will ensure that they
are, one, confortable with the service, and confortable with
how to operate the device.

During this period, as well, we will obtain a
baseline ECG reference strip, which will be permanently
stored in our database, and this orientation procedure wl|
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be repeated whenever the subscriber feels necessary.

[Slide.]

Now, Dr. Brill will speak with you regard the
medi cal protocols.

[Slide.]

DR. BRI LL: Again, our concerns are the sane as
NASPE's in that we want to nake sure that people get the
proper attention for the proper synptom As was poi nted out
earlier, nost of the tine patients transmt strips that do
not require imediate attention, and they have synptons that
don't require imedi ate attention. There are however,
certain sentinel rhythns and synptons that we feel do
require i nmedi ate attention.

There are synptonms, rhythns and synptons that also
require a callback froma Heart Alert technician.

[Slide.]

The synptons we have defined are | oss of
consci ousness, chest pain, severe abdom nal pain or nausea,
severe dyspnea, any throat, arm and/or jaw pain, and
persistent dizziness. |If a subscriber calls up conplaining
of these things, they are referred i mediately to the
medi cal designee that they have given us, or if they are
traveling out of state, we will contact the nearest nedical
facility for them
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[Slide.]

The followng is a list of rhythns that we believe
require inmedi ate nedical attention. It is slightly
nmodi fied fromwhat is in the 510(k) subm ssion because we
felt that we needed to be nore conservative in our
subscri ber-based service than we are in our physician-based
servi ce.

Those patient with sinus tachycardi a above 140
beats per m nute.

DR. SWAIN:  Excuse ne. This falls into the sane
category of new data that is not in the PMA, and | think
your heart rate thing, as |I recall, was 180 to 200, and
there are other things.

John, do you have any suggestion on how we handl e
t hi s?

[ Pause. ]

Good. it's ny discretion. | think we wll do
this, but with the acknow edgnent of the panel that this is
really totally different fromwhat we all read. Dan?

DR. SPYKER It would certainly be useful to us if
t he speaker would identify the changes from what they have
given us in the panel packet. That wll be useful.

DR. BRILL: Certainly.

DR. SWAIN:  What it was and what it is now
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DR. BRILL: Initially, sinus tachycardia was 180
to 200 beats per mnute. It is now 140 beats per m nute.

Si nus bradycardi a bel ow 50 beats per mnute with synptons --

DR SWAIN. It was 40, wasn't it?

DR. BRI LL: Page No. 18. Again, | apologize, but
because we share the sane concerns that NASPE does, we
wanted to make sure that, if anything, we erred on the side
of sending patients for nedical help rather than reassuring
t hem when they shoul dn't be reassured.

Si nus bradycardia previously as synptomatic rates
| ess than 40. W have now defined two subsets, synptonatic,
| ess than 50, or asynptonmatic, |ess than 40.

W de conpl ex tachycardi a was previously defined as
sustai ned, which as you know is open to interpretation. W
have now defined that as eight beats or greater

[Slide.]

Atrial fibrillation and flutter of new onset or
with rapid ventricular response renmai ns unchanged. There is
actual ly a typographical error on this slide. Premature
ventricular contractions that are nultifocal and
synptomati c, pauses of greater than two seconds with
synptonms or greater than three seconds w thout synptons.
Previously, it was sinply pauses of greater than three
seconds.
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DR SWAIN. Let ne tell the panel nenbers that
can't find it, it happens to be on the supplenent that we
didn't get with our original book, page 18.

DR. BRINKER. No, it's in the main packet, page
18.

DR. SWAIN: Except the nmain packet doesn't have
page 18.

DR. SPYKER If you put it in your nain package as
you were instructed, then, it will be in your main package.

[Slide.]

DR. BRILL: Acute onset of second-degree or
t hird-degree heart bl ock and sustai ned supraventricul ar
arrhyt hm as.

[Slide.]

In addition, any transient synptom w thout | ogical
expl anation would warrant a cal | back.

[Slide.]

DR SWAIN. That's an addition, correct?

[Slide.]

DR. BRILL: Yes. What | would like to do is go
over the protocols that are currently in use at Heart Alert,
as well as the subscriber service, and it is obvious to you
that they are precisely the sane.

When a subscribers calls Heart Alert, the
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technician identifies the person, their location, their
identification nunber, and a phone nunber where they can be
reached.

[Slide.]

The technician then goes over the sentinel synptom
list to decide if that subscriber is in need of inmmediate
medi cal attention. |If it has been determ ned that they do
not require imedi ate nedical attention, then, they wll be
instructed to transmt the ECG over the tel ephone as
previ ously descri bed.

|f the patient is sent for inmediate nedical
attention, that information is not lost. The PHD contains
the rhythmstrip and can be interrogated |ater after the
patient has arrived at a nedical facility.

If there are significant ECG abnormalities
according to the protocol, then, that patient would al so be
instructed to seek imedi ate nedical attention. In the
event that the patient could not contact a nedical person by
t hensel ves, Heart Alert would do that for them

[Slide.]

Now, the nost inportant thing is our quality
assurance. Each technician is observed weekly through five
encounters with a subscriber. Ten percent of all ECGs are
overread by a supervisor and one percent of all ECGs wll be
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overread by a cardiologist. |In addition, all encounters
that result in referral to a health care provider will also
be reviewed by a Heart Alert cardiol ogist.

DR SWAIN:  Is this in our packet?

DR BRILL: | amsorry, no.

DR. SWAIN:. | am having kind of a hard tinme
because | can't renenber reading this stuff.

DR. BRILL: | apologize. W anticipated that the
panel woul d have a | ot of questions about quality control,
and these were not in the initial 510(k) subm ssion. W can

| eave them out and use them as answers to questions if you

prefer.

DR. SWAIN:  No, no. | think |I nade a decision we
wish this. | just wish we had it before.

DR. BRILL: | apol ogize.

[Slide.]

This is an exanpl e of the subscriber call record.
Each tinme a subscriber calls Heart Alert, there is a
per manent paper record of that interaction, which obviously
i ncludes the patient's denographics, as well as their
synptons, any additional comrents, whether or not an ECG was
transmtted, and the quality of that ECG the analysis of
the rhythm identification of the technician who handl ed the
call, and the actions taken at that tine. Again, thisis a
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per manent part of the subscriber's record. This, too is not
i n your packet.

[Slide.]

One of NASPE' s questions was who is Heart Alert
and who is going to be at the other end of the tel ephone.
Heart Alert has been in the arrhythma nonitoring field for
approximately 10 years. In 1996 al one, Heart Alert handl ed
approxi mately 30,000 patient calls up to Decenber 1st, 1996,
and there were so significant conplaints by patients,
physi ci ans, or nedical staff.

O these calls, a total of 3,600, or 12 percent,
requi red nedical intervention by a physician, and 1 percent
requi red enmergency nedical care.

[Slide.]

In the third quarter of 1996, Heart Alert handl ed
approximately 6,825 calls. Seventy-six percent of these
pati ents had docunented synptons related to their primry
di agnosi s, and 48 percent of these synptons were correl ated
with significant findings of dysrhythma. Excuse the
spel i ng.

[Slide.]

VWhat | would |ike to enphasize once nore is that
it is Heart Alert's intention to take the sane systemthat
has been proven to be effective in the prescription-based
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mar ket and apply that to a subscriber-based market. W

t hi nk we have proven technol ogy and proven experience in the
field, and that the benefits of arrhythm a nonitoring can
now be extended to a | arger group of people.

Thank you.

DR. SWAIN. Thank you. The data you just gave on
your proven system we also, as far as | know, from ny
readi ng don't have that in the packet either, correct? Sone
of it, but alot of it is not in the percentages.

| s that the conclusion of the conpany's
presentati on?

DR BRI LL: Yes.

DR. SWAIN.  Thank you very nuch.

Qur next presentation will be from Carol e Carey,
the FDA reviewer on this.

| guess | need to ask you, you know, normally, we
receive the FDA reviewer's review at | east several days
ahead of tinme, which | think we only have a coupl e page
thing here. Do we have a reason for that on this one?

M5. CAREY: That is all I have. It is very short.

DR SWAIN. We are required to have a break at
certain tinmes, and this appears to be the tinme. So, we wll
go on a 15-m nute break and we w Il be back here exactly at
10: 45 to conti nue.
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[ Recess. |

DR. SWAIN: The next presentation is by Carole
Carey, the FDA representative.

DR. SPYKER W nane is Dan Spyker. | wll close
out the FDA presentation.

FDA Revi ewers

MS. CAREY: Good norning. M nane is Carole Carey
and | ama scientific reviewer for the division.

[Slide.]

Cardi ac event recorders that transmt
el ectrocardi ograns over tel ephone |lines have been cl assified
by the Cardiovascul ar Devices Panel as Class |l prescription
devices. They are identified in the Code of Federal
Regul ations as CFR 870. 2920.

The patient activated cardi ac event recorders
i ntended for ECG nonitoring have al so established experience
in electrode technol ogy and transtel ephoni c ECG dat a
transm ssion in anbul atory patients.

[Slide.]

Today, Heart Alert, Inc., of Douglasville,
Georgia, is seeking the introduction into U S. interstate
commerce a device known as the Personal Heart Device, PHD
Cardi ac Event Recorder. In conjunction with the Heart Alert
Cardi ac Monitoring Service, Heart Alert, Inc., requests that
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t he PHD nonitor be made avail able as an over-the-counter,
non- prescription nmedi cal devi ce.

The sponsor is not requesting that the PHD nonitor
be sold as an "off-the-shelf" item avail abl e t hrough
super markets or pharmacies |ike over-the-counter test kits,
bl ood pressure apparatus and others, but instead, patients
wi Il obtain the device, training, and educati onal
i nformati on about the Heart Alert nonitoring program and
service through tel ephone interaction with the prospective
subscriber. Heart Alert filed a premarket notification
application to exclude the non-prescription |abeling on
Sept enber 30, 1996.

For the record, one of Heart Alert's slides
previously stated that the PHD is approved by FDA, and it
has not been approved by FDA.

[Slide.]

The PHD Heart Alert System consists of the
following: the PHD ECG recorder/transmtter, which is
identical in form circuitry, specifications and
functionality to the commercially avail abl e HeartCard
Cardi ac Event Recorder manufactured by Instromedi x. FDA
granted the market cl earance on Septenber 7, 1995 under
K944362.

Both credit card-sized, 1/4-inch thick PHD and
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Heart Card nonitors acquire the ECG signal fromthe skin
surface of the chest using netal electrodes that are capable
of recording three, 30-second events.

The events are stored in solid state nenory and
sent for later transm ssion via tel ephone lines to the ECG
receiver at the Heart Alert Cardiac Monitoring Service.
Heart Alert uses a conmercially avail abl e PC- based pati ent
testing system whi ch processes the incomng signal to be
di spl ayed on screen or print a hard copy. The conputer
sof tware was devel oped by PaceArt, Inc., and cleared for
i ntended use on April 14, 1992, under K915632.

[Slide.]

The PHD nonitor is virtually identical to the
predi cate devi ce and has undergone safety and effectiveness
review by FDA. Therefore, fromboth the technical and
clinical standpoints, the safety and effectiveness
eval uation of the PHD Heart Alert System focused on issues
related to the device's new intended application, that is, a
non- prescri ption device.

| wll briefly discuss the engineering
assessnments. Dr. Spyker will present the | abeling issues
for today's discussion with the panel.

First, we suggested design requirenents and
assessed any potential risks to the patient. W specified
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that the device nust be sinple, easy to use, and pose no
safety hazard to the self-identified subscribing patient.

[Slide.]

In the proposed Heart Alert System that is,

W thout a prescription, the potential users nust rely nore
on the interaction between thenselves and the Heart Alert
staff who is in a renote location, in addition to the user
directions and video instructional materials. Typically,
patients may have the added benefit of an actual
denonstration and direct personal instructions fromthe
prescribing health care practitioner or his or her
designated staff prior to using the device in the real

envi ronment .

We were al so concerned wth the external electrode
| ead port. The port is an access interface to electrically
connect a wistband type electrode cable. To sinplify the
use of the PHD nonitor and reduce any potential electrical
shock hazards, the PHD device was nodified to physically
bl ock the external |ead connector.

This will prevent an individual subscriber from
inserting other types of cables or objects into this
connector. The plastic nold casing now has a continuous,
cl osed side where the | eadset "door" formerly was. The
original equi prent manufacturer, Instronedix, will continue
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to manufacture the PHD device for Heart Alert, Inc.

[Slide.]

We al so asked Heart Alert, Inc., to evaluate the
PHD nmonitor for signal changes and data quality based on
subscri ber use and m suse related to inproper placenent of
the recorder on the chest. Five different orientations from
t he normal proper position were anal yzed.

The various positions included 90 degrees, 180
degrees, shift left, shift right and an obscure tilt
position relative to normal position. Exanples of the
resulting ECG rhythm strips and Heart Alert's recommended
approaches are on pages 24 to 29 of the supplenentary panel
package.

Thank you.

DR. SPYKER MW nane is Dan Spyker. | amthe
Deputy Director for DCRND

[Slide.]

What we need fromthe panel today is really pretty
sinple. We would like you to discuss the benefits and risks
of the prescription/non-prescription use of this device and
we woul d like you to provide your recommendations at the end
of the day.

[Slide.]

This fundanental |y becones an i ssue of can we

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E.
Washi ngton, D.C. 20002
(202) 546-6666



| abel properly such that it will permt the patient to
determ ne whet her the device is appropriate for them
provi de adequate directions for use, so the patient can
carry out the acquisition and transm ssion rhythmstrip, and
this, as Carole has described very well, has been covered,
and as you heard sone data of experience of the conpany, is
up and running today in terns of the nonitoring service that
we expect to use, so not any substantial change here.

The third thing of course will be to provide
appropriate triage for treatnent based on the information
gat hered through use of this device.

Now, this is subtly different fromwhat the
exi sting systemor the prescription system as you have
seen, and one of our panel nenbers asked, what if the
pati ent decides that he doesn't need a doctor.

The way it is currently proposed is either a
physi cian or an energency facility, so sone sort of
designation. So that is subtly different. So, the doctor
may not know when they are going to get -- if it is your
patient, you may or may not know your patient has
partici pated.

[Slide.]

Now, the agency has focused on consuner | abeling.
Thi s docunent, which has been passed out to the panel
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menbers, called "Wite it Right," and if there is any
sponsors in the audi ence or anyone who is interested and
hasn't got a copy of this, then, you need to | eave here with
one today. Do not pass go w thout your copy of Wite it

Ri ght .

The fundanmental goal of that docunent guidance is
to create understandable instructions for home health care
device users. It deals wth the planning, the format,
content, witing, and testing of user |abeling or user
i nstructions.

At the back of your handout that cane to each of
t he panel nenbers today, the first part of that, | am
basically going through that nmeno. All the overheads are
directly fromthat nmeno, if you will. The last part of that
meno, |like page 7 and 8, is a copy of the sunmary check i st
fromWite it Right, and that gives you a very good flavor
for what the docunent suggests.

Format and content are sonme 27 points in that
check list, including the Iike 3 through 19 of that check
list are the sections that we expect to see in consuner
| abel i ng, and a nunber of 8 or so of the check list refer,
if you wll, to the process, in other words, figuring out
what you are going to do in devel oping and actually testing.

[Slide.]
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Now, when | use the term"labeling," |abel, as you
probably know, refers to what is on the outside of the
package, so we m ght think of how the consuner is going to
access this. It mght be froman ad, it mght be froma
print ad or a nedia ad. So, we certainly want to include
that as part of labeling. Label is the outside container,
what is printed on the outside of the container or, for
exanple, what is on the little card certainly would be a

| abel .

Labeling, in this particular case we are taking a
fairly broad perspective, and we nean the advertisenents,
pronotional materials for the devices and the service. W
mean the patient registration process including the forns,
whi ch have been shown and are in your pack, the patient
instructions, printed, video, telephone, training, and we
mean the nonitoring service function including the triage
and followup protocol. So, | consider this all to be in
your purview in the category of |abeling for the purposes of
our di scussions today.

[Slide.]

Now, this is sort of a chicken and egg probl em
You say, well, can we develop labeling is your fundanental
guestion, can we l|label this for non-prescription use, but I
am suggesting that let's give it our best shot at devel oping
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| abeling first, okay. So, | don't want you to ask the
question is this possible or not at first. | want you to
assune it is possible first.

So, what | amgoing to take you through is sone
exanpl es or sone suggestions, and | want you to focus on the
i ndi cations and contraindi cati ons, and keep in mnd, as |
suggested, there may be various uses for these wordings. It
may be part of -- if it is going to be an ad in the Ladies
Home Journal, we want it to be even-handed. W want it not
give all the benefits and none of the risks.

So, it may be that part of the patient
instructions alnost certainly would find its way into that,
but it may be part of advertising, as well. Keep in mnd we
are witing this for the patients, we are not witing it --
the usual rum nations that we go through in this panel are
witing prescription |abeling.

We are tal king about doing it for the patients
now, so you will see, particularly in the exanples | am
going to show you, we have really kind of toned down -- we
are shooting for sixth through seventh grade |evel is what
we are shooting for when we finish this docunent.

[Slide.]

| have intentionally put sonme real fine print
because this is already in your panel pack, and this is the
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only indications that were included were this version.

[Slide.]

There are basically 10 point. For exanple, this
says individuals who have acute or chronic periods of
anxi ety or depression. Now, our initial inpression was this
mght be a little broad, so the second version -- well, this
next slide is the contraindications that go along with this.

[Slide.]

It says who should not use it. This is a
contraindication in our view If you have any disability
that woul d prevent you fromplacing it on your chest, your
bare chest, and operating a tel ephone, that is the only
contraindication in the version that we put in the panel
pack.

[Slide.]

The B version, these are nowin the neno that was
passed out to you this norning. The B version, we focused
it down somewhat. This the whole of the indication section,
t he whol e of contraindication section. | amgoing to read
t hrough these, so we have themin the record, | guess.

So, for our indications, first, our suggestion you
start with the disclainmer. Sinply you can have a sensation
of an irregular heart rhythmw thout having serious heart
probl enms, and you can have a serious rhythm probl em w t hout
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any sensati on.

The next paragraph says you m ght benefit from
using the PHD and the HA nonitoring service if you have
heart problens related to an irregular heart rhythm and/or
your doctor want to be able to test your heart rhythm while
you are experiencing synptons. This device can record your
heart rhythm for periods of 30 seconds.

The | ast paragraph here says arrhythm as are nore
likely to occur if you have heart failure, coronary artery
di sease, history of arrhythm as, and/or valvul ar heart
di sease. The device and service nmay be nost useful for you
if you are having heart rhythm probl ens.

The monitoring network offers rapid referral to
appropriate nmedical facilities and provides these facilities
wi th your rhythminformation and the nedical history you
have provided. That is the registration formthat we went
t hrough and is in your panel pack.

What we have suggested for contraindications, the
first is simlar to the one in the previous contraindication
you have got to be able to put it on your chest, and the
second one is one that we have been working on, and both the
B and C version have been a joint effort with the sponsor
and the review team

So, if you like them | did them if you don't
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like them that is fine.

This device is not a substitute for nedical
attention. It is a diagnostic device which, when used in
conjunction with the Heart Alert nonitoring service, can
provi de useful -- this should say useful diagnostic
i nformati on regardi ng your heart rhythm This device is for
nmoni t ori ng purposes only and has no therapeutic val ue.

[Slide.]

The last one is a three-bulletized version of the
previous one, if you wll, so it is basically the same. Wo
shoul d use this PHD - persons who experience synptons
suggestive or abnormal rhythmincluding -- and we have got
t hese nine bullets.

Who should not use it, and we have got history of
arrhythmas -- well, what we have suggested here is sone
prose that | think m ght be reasonably useful. It says you
shoul d not use it w thout consulting your physician.

Now, if there are situations -- | think the | ast
article in your panel pack from Mayo, the study that was
reported in there, they specifically excluded fromthat
study of the event nonitoring anyone who had what they
consi dered a dangerous arrhythm a, a potentially I|ethal
arrhyt hm a.

So, | think one of our real challenges, as you
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will see when we phrase the questions, is can we excl ude
t hese people, should we be excluding these patients, and how
we could we do that in the | abeling.

Now, I will point out to you that we have got
hi story of arrhythm a here in both indications and
contraindi cati ons, which m ght confuse you if you weren't
really insightful about this process, but it is easier to
cross themout if you deci de when we are working on this
draft that you want to take it out of here, but it m ght
show up either place.

DR. GREGORATCS: Dr. Spyker, | want to understand
correctly. Version B and C are your versions, the agency's
ver si ons?

DR. SPYKER: No, they were developed jointly with
the sponsor. Version Ais what went out in the panel pack.
Band C, | think are trying to get us closer to sonething
that -- we are trying to give you sone suggestions for what
you might wind up with. W don't want to pretend, because
we haven't yet decided what the indications and
contraindi cati ons ought to be -- but we want to give you
some stuff to work with, we think a little closer to the
final product that the Version A was, so the sponsors worked
with us on the B and C version.

So, we have got two cl asses of questions. Based
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on the data presented, Question 1 is how would you describe

t he patient population for whomthe use of the PHD HA system
-- and the enphasis here is on the whole nonitoring, as well

as the detection system-- would be safe and effective

W t hout the order of the health care professional.

Li kewi se, No. 2 is how woul d you describe the
patient popul ation for whomthe use of this system would not
be safe and effective without the order of a health care
pr of essi onal .

Then, of course, what is the appropriate
i ndi cations, which | am proposing we m ght work on first,
and contraindications for these populations. And if we get
that far along, have gotten a thunbs-up on sone popul ati on,
Question 4 is are there any further nodifications to this
system patient follow up, and use of the PHD systemt hat
you woul d recommend.

[Slide.]

The last slide, if you all or any of you believe
there is no popul ati on which we can safely do this in, then,
you need to answer the question where should we begin.
think this is really not a matter of if we are going to have
this kind of technol ogy eventually avail abl e, but when, and
| don't know whether it is now or later, but if it is going
to be later, if this is not making the grade at this point,
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we need to give sone thought to where to begin.

That is all | have.

DR. SWAIN. Let ne just ask you one question. You
are tal king about the PHD system and I want to nmake sure
that we are considering for especially safety and maybe
efficacy, that a device is not just netal and plastic, but
it includes the data and, in this case, the data nonitoring
subscri ber system so, in fact, you neant system not single
devi ce.

DR. SPYKER: Thank you. That is what | neant.

DR. SWAIN. W are going to go around our usual
way and have our primary reviewer, Dr. Curtis, to ask
guestions of either the conpany or the FDA on this. W wll
have 15 mnutes for the primary reviewer of questions and
then 10 m nutes for each panel nenber, and we will keep
goi ng around until everybody has all of their questions
answer er.

Dr. Curtis.

Panel Revi ewer

DR. CURTIS: Thank you.

As has been stated previously by Dr. Tracy, event
nmonitors are appropriate for the docunentati on of cardiac
arrhythm as that may be responsible for synptons such as
pal pi tations or dizziness.
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| use event nonitors all the time in ny own
practice, cardiologists do in general, electrophysiologists
use a ton of them and we use themin order to docunent the
suspected cardiac arrhythm a or sonetines, alnost nore
inportant, is to docunent that there is no arrhythm a when a
patient has sonme specific conplaints, so they are very, very
useful .

| think one of the key points here is that | don't
gi ve out an event nonitor to everybody who shows up in ny
clinic, and I strongly doubt anybody el se does either.

Well, why is that? The answer to that cones into the safety
and efficacy questions.

First of all, why wouldn't | give out an event
nmonitor to everybody? Well, sonetines it is inappropriate
for what a patient is conplaining about.

One of ny jobs as physician and why we went
through all the training that we did is to get a patient's
conplaints in, to analyze their history, to do a physical
exam nation, and then nmake an educated guess or a
differential diagnosis as to what you think is going on, and
then you prescribe the test that will help you get the right
i nformati on.

Soneti nmes when a patient cones in and conpl ai ns of
di zzi ness or near syncope, we think it is vasovagal syncope,
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and may wind up doing a tilt table and woul d never dream
about using an event nonitor. So, there are very specific

i ndi cations for using these devices - predom nantly

pal pitations or conplaints of racing heartbeat, arrhythm as,
and then sone cases of dizziness or near fainting, that sort
of thing.

| don't think I have ever given out an event
monitor for a conplaint of chest pain, and the reason for
that is that if | gave it out, it would normally be because
soneone conpl ained of a racing heartbeat or sonething that
made nme think there was an arrhythma, but usually if
sonebody conpl ains of chest pain, we have a different set of
tests that we go through, treadm Il tests, thallium
sonetimes, even catheterizations, all of which don't involve
an event nonitor.

So, when we get into the how could this |ack
safety for a patient, | think there are sone very specific
pl aces where it could be dangerous for a patient to use this
wi t hout a physician's advice, and one of those reasons woul d
be chest pain.

In the labeling that was originally proposed, the
A indications, and even getting down into B and C, if |
remenber right, there are indications, such as coronary
artery disease risk factors or history of chest pain, |
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think that is where we don't want to get into using this
sort of thing.

| think the problemis that these are | ay peopl e,
and | think what could happen with a device such as this is
you get a patient who wants to check if their heart is okay,
and then they go and use this nonitor, and they get a
recording, and they transmt it to the conpany, and they are
told that there is no arrhythma. WlIl, then, ny heart is
okay.

Well, that is not necessarily true. A patient
coul d be having unstable angina, and I don't know of any
data that says that an event nonitor is an appropriate way
to pick up ischem a as an etiology of chest pain.

So, in that case, we could delay getting
appropriate nedical therapy for a patient, even to the point
of a patient risking a nyocardial infarction or worse,
because they are inappropriately using a device or picking
t he wong diagnostic test for what they need.

There are other times when it is sinply irrel evant
to a patient's synptons. You want to use a device that is
efficacious for what a patient is conplaining of. Patients
coul d use these devices because they are just worried about
t hings, and possibly in sone cases, the worst thing is that
a patient is going to wnd up wasting a |lot of their noney
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when it is totally irrelevant to whatever they are
conpl ai ni ng about.

But | think if we want to market this thing, and
kind of give it our seal of approval, then, patients should
have sone expectation that there is going to be val ue that
they get out of it.

| think one of the factors in sone of the data
that was presented by the conpany, whenever there have been
publi cati ons about event nonitors and show ng what
percentage of the tine we pick up an arrhythm a when there
is palpitations or when there is faintness or all these
di fferent diagnoses, that is a best case scenario, and that
IS because event nonitors are given for patients who have
been prescreened by a physician as to sone |likelihood that
there is going to be an arrhythm a invol ved.

| f you take the general popul ation and they use
this for whatever conplaint they have, those nunbers woul d
have to be lower, I don't know how | ow, but they would have
to be lower. Specifically, in the case of chest pain, even
then with a prescreened popul ation, only 12 percent of the
time did any kind of an arrhythm a get picked up, so that is
one place | think where we would want to have that out.

There was an allusion before by the NASPE group
about interpretation of arrhythmas. | think that is very,
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very inportant. | don't know what a patient who has no
medi cal background at all is going to think when they are
told that they are having PVCs.

I f you nmention that to people, they usually don't
know what that neans. | think nost people would panic, ny
God, | have got sonmething wong with nmy heart. It really is
very context-specific. W my worry nore about PVCs in a
pati ent who has got structural heart di sease, and a patient
who has no structural heart disease, if | give them an event
monitor for palpitations, | usually assure them ahead of
time that | don't think they have got a dangerous problem
but we want to see exactly what it is and then analyze
whet her or not we want to do anything about it.

So, patients won't have a context with that, that
| ama little bit concerned about.

There are times when, not only with chest pain,
but other synptons that an event nonitor could be totally
i nappropriate. | recently had a patient who cane to see ne
inny clinic for near syncope. WlIl, that is a good reason
to use an event nonitor in a |lot of cases.

This particular patient, who had not been
eval uated by anybody previously, when we exam ned the
patient, obviously had aortic stenosis, and the appropriate
t herapy for that or evaluation for that patient turned out
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to be cardiac catheterization and val ve repl acenent, had
not hing do with an event nonitor.

In a situation like that, which I wll admt
doesn't happen every day, a patient could delay getting
appropriate nedical therapy to their detrinment, so that is
sonething | think that is inportant to think about.

The problem here is that sonme arrhythm as are
life-threatening situations, many of themare not very
inportant at all. Cues that a patient nmay have an
arrhythm a could be vague, as well. | think sone of those
t hi ngs have to be considered when we think about who woul d
wi nd up using the device.

In terns of the original indications that were
listed, it apparently is turning out now that those are
bei ng nodi fied, and we have got these B and C versions, but
| wanted to make a few comments about that.

| think intermttent synptons, such as
pal pitations, racing heartbeat, that sort of thing, very
appropriate to think about as a possible |abeling indication
for an over-the-counter use.

| would strongly argue that chest pain is not an
appropriate indication, that risk factors for coronary
artery di sease are not appropriate indications, that anxiety
and depression are not appropriate indications for an event
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monitor. Mostly, that is just a waste of tine and effort.

It wasn't until | got through sone of the readings
at the back of the packet that | believe the inplication
with the anxiety and the depression, if you |look at the
articles that were included in the packet that we got, is
that there is an associ ation between ischem c heart disease
or structural heart disease and anxi ety and depression, and
if I read between the lines, it sounds to ne that if you
have anxi ety and depression and, therefore, may have nore of
a risk of heart disease, therefore, you should use an event
monitor to pick up sonme, that is a real stretch to ne to get
frompoint Ato point D there.

So, | would really strongly argue about sone of
t hose, and even in patients who have nedi cations and need to
be nmonitored, |I think a physician nost of the tinme could
advise a patient as to whether or not sonmething like that is
i ndi cat ed.

So, | think a lot of ny concerns, it is not just,
you know, let's keep it to ourselves and not let patients
have this therapy, | think it really gets into
interpretation. | nmean we don't allow anybody who feels
like getting a CT scan for headaches get one. Wy? Because
nost of the tine you don't need it and it is just a waste.

And in here, when you are getting into the heart,
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there are tinmes when arrhythm as could be life-threatening.
If I had a patient cone to me who had structural heart

di sease and syncope, previous nyocardial infarctions and
syncope, | amunlikely to give thema event nonitor and say
go ahead and transmt this for ne, let ne see what happens,
because the next event could be fatal, and I m ght handl e
that very differently froma 21-year-old who is having near
fainting spells or a 45-year-old who is having near fainting
spel | s.

In terns of sone other specific cooments -- let ne
just look through this -- | was concerned in the proposed
subscri ber enrollnment form which is page 22 in our packet,
that there is no information on why the patient wants to use
it, and I think that that is sonething that is going to be
very inportant.

| don't think we want to | abel this for whoever
feels like seeing what is going on with their heart try to
use it, again, because nost of the tinme that is going to be
sinply a waste.

Anot her factor, in the subscriber protocol for
enrol l ment, on page 12, they tal k about getting information
on the patient's physical and nedical history. | amsure
all of us have had plenty of experience with patients who
conme in with conplaints and really don't have a clue as to
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what their nedical history is or a very rudinentary
understanding of it, and frequently we have to go through a
patient's nedical records to get a fairly good understandi ng
of what is going on.

If we have to slant this at a sixth and seventh
grade level, in ternms of the |abeling, to then think that
that patient, who can only understand at a sixth or seventh
grade level, has the understanding to transmt what is
i nportant about their nedical history, they don't gibe, they
don't go together.

| think that rather than this business about
enpowering patients and patients who don't have access to
medi cal care, you could look at the flip side in that
patients could use the device and del ay getting appropriate
medi cal advice rather than the other way around, where we
say that patients can't get access to nedical care and
therefore they will use this.

In ny owmn mnd, all or alnost all of the
i ndications that were placed in A are inappropriate or need
to be nodified if we are going to have this as an
over -t he-counter use.

The final comment | want to make right now W
tal k about enpowernent, patients want feedback, they want
communi cation. Now, | use a physician-prescribed services,
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all of us do now, and | amsure yours is currently
physi ci an-subscri bed, and this is a question | want to ask
t he conpany.

When you have a patient call in now, and they are
having an arrhythm a, what sort of information do you give
them Maybe | am naive about this, but I can't imagine that
the answer to the patient is we have got your arrhythm a,
but we are not telling you anything, you are going to have
to call your doctor to find out.

| mean there nust be sone sort of feedback you
give a patient now, and how nuch different is that feedback
going to be with an over-the-counter system conpared to the
physi ci an-prescri bed systemthat is going to be so nuch
better that a patient gets benefit fromthat.

DR. SWAIN:. One of the conpany nenbers coul d
answer, and then state your nanme for the audio record.

DR BRILL: Dr. Brill. You raised a |ot of
points. Do you want nme just to address your |ast one or to
go through and --

DR. CURTIS: | want you to just answer the | ast
guesti on.

DR. BRILL: The difference in what we would do in
t he subscri ber-based systemis, yes, there would be sone
explanation to the patient. |If the patient calls up with a
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headache, which they may well do if they have their own
device, or with palpitations, and transmt a normal ECG
they would be told by the technician that there were no
identifiable arrhythmas, and if it wasn't one of those
synptons that we already nentioned, they would probably be
told that at this tine there doesn't appear to be a problem
but if the synptons persisted, they should see their
physi ci an.

It is not our goal to be the prinmary diagnoser of
di sease. You may nentioned -- well, I won't go on. Dd
t hat answer your question?

DR. CURTIS: So, essentially, then, what the
pati ent would be told over the tel ephone is the same whet her
it 1s a physician-prescribed systemor the over-the-counter,
is that what you are sayi ng?

DR. BRILL: | actually would like to defer to one
of our directors to talk about the current technician
protocols, but you are right, at the present tine, patients
aren't just told hang on, wait for your doctor. They are
given a little information. | think we will be giving them
alittle bit nore information and a |little nore reassurance,
but not --

DR CURTIS: | think it would be inportant for us
to know what the difference is there.
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DR. FAUST: M nane is Cathy Faust. | am Director
of Operations for our cardiac |ab.

DR. SWAIN:  And your financial interest?

DR. FAUST: | amjust an enpl oyee.

Currently, when a patient calls in and they are
synptomatic, we go through a protocol and get their
synptons, and if it does not neet their physician protocol,
their notification protocol, then, we tell themat that tine
because each of our physicians establishes -- we have an
overall protocol that we go by -- and if it does not neet
that protocol that we need to notify themw th, then, we
explain to themthat if your synptons persist, we need you
to make a followup transm ssion, and we will contact your
physi ci an.

We don't tell themthat they are having PVCs, we
just tell themthat their rhythm does not neet protocol,
that we need to contact their physician at this tinme, but if
their synptons persist, then, they need to nmake a follow up
strip and call us back.

DR. CURTIS: What are you planning on doing with
t he subscri ber systen?

DR. BRILL: | think in the subscriber system we
will have to give thema little nore information, so that it
won't be confusing, and it will be a description that wll
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be pretty nmuch boilerplate, that says, well, you have PVCs,
in general, these are not serious, and again, based on if
you have -- it will be tailored to each patient dependi ng on
whet her or not they have a history of cardiac di sease or
arrhythm as or anything else that is on their present form

DR. CURTIS: But you haven't had that worked out
yet then.

DR. BRILL: W don't have the boilerplates in the
subm ssi on packet.

DR. SWAIN:  As a non-el ectrophysi ol ogi st and
cardi ol ogist, let nme just ask you about the subscriber
systens, either Dr. Curtis or Dr. Brill.

If | have ny patient go to your system do | then
tell you when to notify nme and what to | ook for, each
paranmeter, is that the protocol you are tal king about?

DR. BRILL: There is a basic protocol that the
conpany uses as a standard, and if you wwsh to alter that in
any way as the prescribing physician, you can alter it.

DR. CURTIS: | don't have any further questions.

Open Conmi ttee Di scussion

DR SWAIN. Dr. Glliam

DR. G LLIAM | have several concerns and many of
t hem have been addressed, and | will skip those, but one of
the things, we were tal king about patient enpowernent, and
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at one point we were tal ki ng about health concerns of
patients. | amtrying to figure out exactly what health
concerns we are alleviating here.

If we | ook for arrhythmas wth event nonitors, if
it is alife-threatening arrhythma, ventricular
tachycardia, those are going to be people with a history of
serious arrhythm as, and so | guess we excl ude those.

If it is a patient who has syncope where they
suddenly pass out or fainting, we should exclude those
because obviously, if you pass out or faint, you can't
activate this device.

So we are left with those people who have j ust
sinmply flutters or perceived racing heart w thout syncope or
| oss of consciousness. And that is literally it. So, |
guess | am aski ng those who are marketing fromthe conpany,
what health concerns do you see yourself alleviating in the
popul ati on?

DR. BRILL: Let ne give you another exanple. You
have a patient with significant cardi ac di sease who you have
eval uated, treated, and nonitored to your satisfaction, that
patient remains concerned. | know you have told ne, Doctor
that these are just benign PVCs, but | amtelling you they
are driving ne nuts. | have patients |like this, and you can
deal with themon a nonthly basis, and they will call you
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and you say, you know, gee, M. Smth, we have been over
this, it doesn't sound like it is anything different, |
really don't think you have anything to worry about.

| have a lot of patients like that. | believe
that patients |ike that, who have a nonitoring device, while
agreeably, the diagnostic yield may be quite low, | don't
expect that you are going to uncover sonething you haven't
al ready di agnosed, but will that patient feel nore conforted
knowi ng that, yes, in fact, this is the sane thing that was
al ready di agnosed, they are just the PVCs that Dr. G lliam
keeps telling me | have, | guess it is okay for right now

DR G LLIAM But in that case, if you have
al ready nmade a di agnhosis that they have just PVCs causing
their synptons, so, in effect, that patient doesn't really
need this unless you have data that shows that carrying an
event nonitor carries with it sone benefit.

DR. BRILL: The benefit is that the patient feels
reassured, because you don't really know that what he has
next nonth were PVCs, you know pretty well from your workup
that that is what --

DR G LLIAM You didn't submt data show ng that
a patient carrying an event nonitor --

DR. BRILL: Feels reassured? No, we don't have
data about patients feeling sone reassurance.
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DR G LLIAM So essentially it is conjecture that
a patient, given an event nonitor as opposed to being
counsel ed by a physician, because what you are talking, |
see every day, patients with PVCs. | nean what they need is
education about that if that is truly what they have.

DR. BRILL: Currently, patients can go out and buy
bl ood pressure nonitors. You treat patients with
hypertension. | personally don't recomrend that they check
their blood pressure daily, even weekly. | have a | ot of
patients that do that. They may or may not present that
bl ood pressure data to ne. They feel reassured that they
can keep track of their blood pressure and that they know
that it is all right. 1 think there is precedent although
perhaps not in arrhythm a detection.

DR G LLIAM | think the two subjects are
somewhat different. | don't again tell the patients ny drug
cl oset is open, go ahead and treat yourself for
hypertensi on, which nmay be potentially nore along this |ine
because in this situation, we are nmaking as assunption that
a patient has a significant arrhythm a when they nmay not.

But let's agree to disagree there. Looking at,
you had a nunber of cases where you nentioned nyocardi al
infarction, and, you know, heart attack and chest pain,
don't see any use for this in that, and | think it my give
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patients a sense of false confidence.

They are carrying this HeartCard that is going to
say their heart is okay. | think that is the biggest
concern | have is the inability for us to adequately convey
to the patient the difference between an arrhythm a and
chest pain, |ooking at your nunbers, and in the sheet that

you handed out and your slides, and you had your experience

DR. BRI LL: W have no di sagreenent about chest
pain. | personally, as you know, we are not allowed or we
are not supposed to present revisions of the original
docunent, | was not involved in the preparation of the
original docunent. This is not a device to diagnose chest
pain. So there is no disagreenent.

| also agree that in our |abeling, we have to be
clear that this is not a device to diagnose an acute
myocardi al infarction.

DR G LLIAM But | think I would submt to you
that we are going to be totally unsuccessful in doing that
because even in your physician-prescribed group, a vast
majority of your calls were those of chest pain, which
everyone woul d agree it seens that chest pain is not an
indication to call a transm ssion for an arrhythm a nonitor.

DR. BRILL: Onh, absolutely agreed. The question
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is if we exclude the entire popul ation of patients with
coronary artery disease, nost of us in this roomare
probably excl uded whether we know it or not, but | am not
sure that you actually are providing themw th any
protection. It should be clear that it is not to di agnose
coronary artery di sease, but because you have coronary
artery di sease doesn't nean that arrhythm as may not be
det ect ed.

DR G LLIAM And to that line, you said you are
not a primary di agnoser of di sease as the service, but, yes,
| think thisis. | nean it is not there to diagnose what
you already know. | presune that this is there to diagnose
sonme new entity.

DR BRILL: | think it is twofold, you are right.
It is there -- we will nake sone di agnoses that were not
previ ously suspected, either because patients have not been
in contact with the physician or because an arrhythm a was
detected that hadn't been expected.

Most of what we will do, as you know from your own
practices, is receive strips that are of mnor clinical
consequence, and so a lot of what we will do -- which I
realize you and | disagree about the benefit of the
reassurance -- but that is a lot of what we will be doing.

DR. G LLIAM How do you propose those patients
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that you have sent to the energency room for instance, for
the wi de conplex arrhythma that has termnated, if you tel
the patient to go to the energency room their insurance
probably, in retrospect, may deny a great nunber of these
paynments. As a conpany, do you defer any responsibility or
working with HMOs to that effect?

DR. BRILL: No, as a practicing physician, | run
into this all the time. The patient goes to the energency
roomw th chest pain, it turns out to be esophagitis, and
you may have an argunent with the insurance conpany saying,
how is the patient supposed to know that it was esophagitis
before they were eval uat ed.

| think we stand on good grounds if we say this
patient had an AP run of ventricular tachycardia, they
deserved eval uation, but can we assure you that every HMO in
the country is going to go along with that, we cannot.

DR. G LLIAM Lastly, | think in your
docunentation, a lot of tinmes you state ECG | nean as
opposed to a rhythmstrip. This unit does not acquire an
el ectrocardi ogram The use of el ectrocardi ogram you know,
is confusing to physicians, and | think certainly would be
inplied confusion to patients. | think a good education
program woul d be necessary to educate people that you are
not obtai ning an el ectrocardi ogram
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DR. BRILL: Perhaps a single-lead ECG woul d be
nore appropriate term nol ogy.

DR G LLIAM The last thing | want to do is |
think there are several things, but I want to give other
people tinme to ook at this. Once statenent says a
technician is going to advise the nost -- and then you said
best course of action, so essentially, a person is going to
receive a transm ssion, and a technician is going to nmake a
deci si on and advise themtheir best course of action.

DR. BRILL: Right nowin the prescription-based
system if you send a patient a nonitor -- and, by the way,
about 35 percent of Heart Alert's calls do send the nonitor
directly to the patient at the physician's request in terns
of getting themenrolled and | earning how to use it -- what
happens is when they do a transm ssion, you do rely on the
technician to know if they had a bad rhythm because you are
not there to receive it, and you do rely on that technician
to tell you and decide if the patient is having sonme synptom
that requires imedi ate attention, and these are the sane
techni ci ans who you are currently relying on to nake that
j udgment .

The difference is that rather than calling you and
your service, they are going to send it to whonever the
pati ent desi gnated.
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DR G LLIAM If there is no connection froma
physi cian as far as designated, | nean when --

DR. BRI LL: There has to be. They have to give us
-- or an energency room and chances are -- | hope you are
not on call every night -- but sonetinmes this call is going
to go to sonebody who has no know edge of the patient, very
simlar to an energency room and the advantage here is when
they get to the energency room we have sonething to give
them they are not just receiving the patient who was
conpl ai ning of palpitations 20 m nutes ago who they never
met, they also get a strip that says this is what was
happeni ng.

DR G LLIAM The last thing is in your -- and
this is |ooking at your video -- your video does not
denonstrate the equi pnent you use as far as PaceArt. That
was an I nstromedi X receiving station, not a PaceArt
receiving station.

DR BRILL: That's right.

G LLIAM So that technically is not the sane.
BRILL: That is correct.

SWAI N: Dr. Brinker.

T 3 3 3

BRI NKER: Thank you. One of the problens we
have | think is that we are not, for the first tine, we are
not asked to evaluate a device, we are asked to evaluate a
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practice of nedicine.

| know | use that term |l oosely perhaps, but in
reality, that is what it is. | think there a couple of
guestions that | have that m ght, for instance, point to the
di fference between bl ood pressure cuff and this service that
you are offering.

The patient buys a bl ood pressure cuff, and they
get a reading which they interpret thenselves. There is no
inplied censoring of that interpretation, whether they do it
correctly or not, that is their enpowernent, and then
theoretically, if you had a device that they put on your
chest that would automatically say this is what you have
detected, that would be one thing, but now we have anot her
thing, and that is that there is a transm ssion of this
data, and there is an interpretation by a second party.

As you said before, the second party people are
skilled in doing this, but it is still now they not only
read it, but they nmake sone sort of disposition to the
patient or helps the patient nmake a disposition.

| guess | ama bit concerned about that. Let ne
get to a couple of specifics. Again, on Part B5
subscriber's designation, it basically says after |eaving a
space for the physician or nedical facility's name, that if
| do not designate a physician of record or presumably a
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medi cal facility, that it is ny sole responsibility to
contact the nedical facility or physician of record.

There is a disclainmer here --

DR. BRILL: | think there was a revision that was
sent to the panel previously.

DR. BRINKER: This is the supplenental insert.
You m ght | ook at your own copy because it showed pretty
much the sanme thing that | couldn't read. | am concerned
about that.

Al so, | amconcerned that this patient could put
in Dr. Gegoratos, and Dr. Gregoratos could say | don't want
to be legally at risk of being the guy that is to be
notified if this person has a problem because this suggests
that there is some connection with the acceptance of that
data by a physician or facility.

| think that the better way of doing this, and |
know it is a way that you are not going to want to do it,
but a better way of doing this is to have a physician sign
off on this, and say that they are willing to -- this
patient wants this -- they are willing to accept the
information. They don't have to say whether they think it
is a good or bad idea, but they accept the information and
take responsibility for it.

| think that, as you said before, you have a good
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service now, and what coul d be done to nake it better.
Quite frankly, I don't think that the way you have it
configured is necessarily the way to nake it better.

There are sone issues that you suggest m ght be
hel pful to patients. One is that there are a certain nunber
of patients that m ght have anxiety, they m ght do better
with one of these. Then, the way to do this is to convince
physi ci ans that -- and physicians right now are very fixated
on cost effectiveness -- convince physicians that this is a
right thing to do for that particular patient.

| also would Iike to know, you say you sell a
subscription to this basically to the patient. How |ong
does that run? How does the patient enroll in this, a
lifetime subscription?

DR BRILL: |If you are interested.

DR BRINKER: But | nean it is inportant for nme to
know what the patient --

MR. COSTELLO  Paul Costello. W have di scussed
internally three options. One would include a six-nonth
subscription, a one-year subscription, and a two-year
subscription, each of which would be renewabl e upon request.

DR. BRINKER. And the patient can use this as many
times as they want?

MR. COSTELLO Unlimted use, unlimted access to
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t he 800 nunber.

DR. BRINKER: And they are charged per
prescription, not per use?

MR, COSTELLO  They woul d be charged per
subscri ption period regardl ess of use.

DR. BRI LL: To answer the other points, we did
debate whether or not every strip should be transmtted to a
cooperating physician, but it was our determ nation that --
again, as you know, in a prescreened popul ation, nost of the
strips you see, you don't need to see, and don't want to see
-- and it was our thought that we could provide the service
of being the data warehouse for these strips, which we would
have to make the deci sion where not essential that they be
viewed i nmedi ately, and only again trigger a physician call,
just as you are now only being call ed.

What happens with those other strips, as you know,
is they get put in the mail or faxed to you, and if it is
over the weekend, you will see them whenever, but they don't
require immedi ate attention. Rather than bother the
physician with those things, we will hold them

DR BRINKER. | think that that is fine. | just
think that you ought to have a physician sign that they are
willing to take responsibility if there is a problem and
that is the extent, they are not wlling to do anything nore
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than to be the conduit. But that is sonething that we can
think of later.

| think there should be a better disclainer, and
peopl e have been tal king around this, but the fact of the
matter is that this service does not replace the traditional
physi ci an-patient relationship that is essential for the
di agnosis and treatnent of cardiovascul ar di sease, and |
think that that should be a prom nent disclainer in any
advertising and | abeling that you have, and if the patient
wants to circunvent that relationship, that may be their
option, but | think they ought to know that there may be a
risk to this, and there is no claimby your conpany that you
woul d in any way suggest this is an appropriate way for
people to react.

DR. BRILL: In Label B, which |I personally favor,
it actually says twice that this is not a substitute for
medi cal supervision and that it is not a therapeutic device.

DR. BRINKER  Therapy, that is no-brainer, it is
not a therapeutic device.

DR. BRILL: To you and | --

DR BRINKER. It is a no-brainer, that it has to
be mentioned, but the issue is that | think that the
di scl ai mer should be so strong, maybe in bold witing
sonmewhere, and that the patient may have di sease that is not
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detected by this.

Let me ask you a couple of nore nmundane questi ons.
One i s, how many non-anal yzabl e traci ngs, what percentage of
tracings that you receive are non-anal yzabl e?

DR. BRILL: In general, what happens is the
patient is asked to re-transmt, so if the question is, that
you don't get --

DR. BRINKER: But say the arrhythm a is gone.

DR. FAUST: | would say |less than 2 percent.

DR. BRI NKER: Sone of these arrhythm as nust be
m sdi agnosed initially by the technician. | can't believe
that it is 100 percent perfect diagnosis. So what
percentage are -- and | know that doctors only overread 1
percent of these -- but what kind of quality control have
you instituted to know what percentage are nisread or
erroneous?

DR. BRILL: | think the answer is we probably
don't know now because if you get a strip which you think
was erroneously interpreted, you probably don't contact the
conpany with that information. M guess is that you nake
sonme corrections on these strips when you receive themfor
your own records, but don't necessarily call the conpany
back, so I don't think we have accurate information as to
per cent age of m sreads.

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E.
Washi ngton, D.C. 20002
(202) 546-6666



aj h

As we go forward, when we are screening -- and
again on that slide | put this is what we wll do --
currently, we don't do the sane screening processes because
every rhythmstrip is reviewed by a physician who prescribes
it, so we didn't feel that that quality control was
necessary at this point.

DR BRINKER: First of all, | think that w thout
interaction on the questionnaire, the questionnaire is
al nost worthless. In other words, sonebody says heart
attack, wites down heart attack, yes. Sonebody doesn't
gquestion, well, what do you nean by a heart attack, you
know, were you in the hospital da-da-da-da, nost |ay people
don't know what a heart attack is especially if they haven't
experience a myocardial infarction.

Be that as it may, is there any patient that you
woul d not enroll based on that? |Is there anybody you woul d
say | think you are too sick for this, you should see your
doctor ?

DR. BRILL: It is difficult to codify all the
possibilities that could happen, but using judgnent, | would
say yes, that --

DR. BRINKER  That is your judgnent. | want to
know t he person who says on a piece of paper, what is your
guidelines for saying this patient should not be adm tted?
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DR. BRILL: If the patient describes that they are
having -- we have those sentinel synptons --

DR. BRINKER: But those sentinel synptons are
guestions that you ask when the patient calls. | amtalking
about the initial enrollnent, is there sonebody that you
woul d say we are not going to send you one of these because
we believe you are --

DR. BRILL: It is difficult for me | guess to
conceive -- there is a different issue of whether or not we
i npede access to physician nedical care -- but | cannot
conceive of a way in which this device would hurt that
patient.

DR. BRINKER: We have gone over sone instances
where it could be a del ay.

DR BRILL: If it delays, so the question is then
not can they not receive the device, but are they receiving
appropriate nedi cal care.

DR. BRINKER Let nme just finish.

DR. BRILL: | think they are slightly different.

DR BRINKER. | don't. | think that there may be
-- and | think you guys ought to think about this -- groups
of patients that you m ght consider in the best interests of
their care, they not get this except by a physician
prescription. So, you can take that hone and think about
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My final questionis --

DR. SVWAIN.  Jeff, I think we need to go around.
We have to break for lunch at 12:00.

DR BRINKER: Can | just ask ny final question?
It is Iike two seconds.

DR. SVWAIN.  Ckay.

DR. BRINKER: You say that physicians are
avai l able 24 hours -- well, to supervise -- there is no
on-site physician 24 hours a day, 365 days a year.

DR. BRILL: No, there is not.

DR. BRINKER: And there nust be a specific
algorithmthat would ring a need for a physician. So, the
guestion is, what is the algorithm-- you don't have to
answer it -- but the thing that | think you are going to
have to answer to the agency is what is that algorithm and
how qui ck is the physician response mandated, in other
words, can a guy be on the golf course and fall back, wthin
two hours, or does he need to get back within five m nutes.

DR BRILL: | can briefly respond. The real
problemis in the in-between, if the patient is having
intermtting chest pain, we don't need the physician, the
patient goes to an energency room The place where we see
t he physician being nost hel pful are those who don't fit the
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clear-cut criteria that we have already established as

needi ng i nmedi at e nedi cal assistance to hel p deci de

sonet hi

ng where the technician isn't sure howto fit the

data into the protocols that we already have.

In terns of availability, we believe that there is

a nurse and cardiol ogi st who wll be available, and they

have to be available within 15 m nutes.

DR. SWAIN. Thank you.
Dr. Gegoratos.

DR, GREGORATOS: | find this discussion very

interesting. As other panel nenbers said, | think we are

dealing with a nmuch nore difficult conceptually issue here

t han si

devi ce.

nply reconmendi ng approval or disapproval of a

Now, starting off where Dr. Brinker left, one

specific group of patients, for exanple, that I would want

to know whet her you would enroll or not is how about

sonebody who is status post-survival sudden cardi ac death

and present defibrillator in, and he goes up and he wants to

enr ol

in this service, would you enroll hinf

DR. BRILL: The question, would we enroll him

wi t hout a doctor's consent is the real question.

t hi ngs.

DR. GREGORATCS: Under the present schene of
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DR. BRILL: Under the present schenme of things,
yes, we would enroll him wth the | abeling saying clearly
that this is not a substitute for nedical care.

DR. GREGORATCS: | think potentially, you would be
doing that patient a disservice, potentially.

DR. BRILL: Do think it is possible we m ght also
be doing hima service?

DR, GREGORATCS: | amnot sure, | don't think so,
but that is sonething to consider.

DR. BRI LL: Because, as you well know, current
defibrillators are ray counters only, although hopefully,
very soon they will be nore than that, and perhaps we my
pick up things that weren't picked up by the defibrillators,
which are difficult to read ECGs at this point.

DR, GREGORATCS: But the point is that sonmebody
has a defibrillator is married to his sister, a physician,
and the followup, and so forth, and ny concern is that they
may use this as a substitute.

DR. BRILL: W have the sane concern, and we
certainly would not want themto do that, and other than the
decl aration on the |abeling, | suppose we could have themin
the statenent say | wll not use this as a substitute for ny
own physician's care.

| share your concern. | don't want that to happen
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for a lot of reasons, including the patient's well-being and
the liability all around of taking this patient away from
t hei r physi ci an. That is not our goal.

DR, GREGORATCS: Sonething to consider. GOkay. |
have a whol e host of questions that | don't think I wll
finish the first go-around, and I will take themin no
particul ar order.

The issue of liability. Howis your conpany going
to deal with this, and do you think that perhaps if you have
a signoff by a physician, this would help you in terns of
the liability issues when you have a poor outcone, and so
forth?

DR BRI LL: | think yes and no. W currently al
have contracts, if you will, with our patients. They cone
under our care. There are actually federal rules that tel
us how we can dismss themfromour care, and although the
i ssue was brought up, well, what if | get a call in the
m ddl e of the night, and | didn't expect it, right now we
get calls in the mddle of the night saying | have chest
pain that you didn't expect or | have dizziness that you
didn't expect. So, that is not very different fromthe
contracts that we, as physicians, now have wi th our
patients.

| f the physician signed off, that physician
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al ready has responsibility for the well-being of that
patient, and | don't think, as a physician, or you, as a
physi ci an, want to sign off on Heart Alert. That would be a
very awkward thing for you to do.

You currently sign off on Heart Alert's ability to
monitor a strip, but I amnot sure we want every physician
in the country to be our partner in that way, it would be
difficult. 1 would have a hard tine as a physician saying,
oh, yeah, these guys are great.

DR GREGORATOS: A comment. | amsure you are
going to revise your instructional tape, and | would
strongly urge that whatever the |abeling ends up being, that
that be explicated in the videotape, because people can
| earn much nore fromthis type of an audi ovi sual
presentation than just handing hima witten thing.

DR. BRILL: | would agree.

DR. GREGORATCS: Now, the frequency response of
the recording device, is it adequate to detect S-T segnent
shifts or not?

DR BRI LL: No.

DR. CREGORATCS: So your technicians wll not be
faced with an S-T segnent depression or el evation where they
wi |l have to nake a determ nation even if you don't have
chest pain as an indication?
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DR. BRILL: No. W wll not be trying to diagnose
i schem a.

DR. GREGORATOS: Does the device pick up pacenaker
spi kes?

MR, COSTELLO The answer to that is not reliably,
so we would not advertise that or list that.

DR. GREGORATCS: Therefore, | would submt that
perhaps along with the defibrillator, patients who have an
i npl ant ed pacenmaker may not be appropriate for this type of
servi ce.

DR. BRILL: | would agree in many circunstances,
it would be very difficult to interpret, | agree for
pacemnakers.

DR, GREGORATCS: Thank you.

| presune the conpany anticipates an increase in
its business if this thing can take off like wildfire,
nmean let's call a spade a spade.

DR. BRILL: It has crossed ny m nd.

DR. GREGORATCS: You have the resources and the
nunber of technicians and tel ephone lines, and so forth, or
there will be queuing of tel ephone calls?

DR. BRILL: A new tel ephone systemwas install ed,
and obvi ously, assum ng approval, we woul d make those
advances. No, we haven't hired all the technicians ahead of
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time wthout know ng that we have approval .

DR. GREGORATCS: But you are prepare to handl e
that sort of thing?

DR BRI LL: Yes.

DR. GREGORATCS: | am al so very concerned about
what has been brought up by every ot her nenber of the panel
about whether this device can be actually used to del ay
urgent nedical care, and sonehow in the | abeling, in the
instructions, and so forth, it has to very explicitly
stated, | think, above and beyond, that this is not a
substitute for going to your physician.

There will have to be specific indications to
where if this happens, you should go to an energency room
don't rely on the device, that sort of thing.

DR. BRILL: W share that concern entirely. That
is why we cane up with that list of synptons. It is likely
that, if approved, sonmeone will be del ayed sonewhere. |If we
see 30,000 patients, it wll happen to soneone.

On the other hand, it is also likely that we may
pi ck up sonme valuable information that may al so be extrenely
beneficial, but I amsure that whatever we do, we can't
elimnate that potential, and all we can do is try our best
to make sure it doesn't happen.

DR. GREGORATCS: Going to Item B6, the enroll nment
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form the issue of the nedical history that you acquire at
the time of enrollnment, does this factor into the protocol,
to the algorithm in other words, if a patient who has had a
previous infarct, as | followit, the technician has a
different algorithmthan sonebody who is having an
arrhythma wi thout an infarct?

DR. BRILL: No, we considered trying to nake
al gorithns for every nedical condition and when we started
working on it, it became just untenable. The synptomli st
we have is extrenely conservative. Any persistent system
gets you a trip to a doctor or enmergency room or contact a
medi cal facility.

What we have tried to do is nake our criteria so
strict that we wll err on the side perhaps of sending
soneone for nedical attention they don't need, but that we
will not err on the side of denying them nedical attention
when they need it.

DR. GREGORATCS: A technical thing. Mny
patients, elderly patients, and so forth, do they have any
difficulty changing batteries, and so forth?

DR. BRILL: It is a thin battery. It is
relatively sinple, but yes, it is one of the hearing aid
type batteries, and it could be difficult for sone patients.
When they get the kit --
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MR. COSTELLO  The conpany antici pates not only
sending in the original subscriber's kit, extra batteries,
whi ch the subscri ber can then change thensel ves. W have
al so reviewed the ability of the conpany to repl ace
batteries for individuals, for exanple, this device gives an
i ndication of battery depletion far in advance of the
battery actually depleting.

Qur technicians will be able to readily detect
this at each ECG that becones transmtted when the battery
falls below a certain threshold. |If soneone is manually
i ncapabl e of changing a battery, we have di scussed anongst
oursel ves the possibility of perhaps swapping out that
device with the individual, providing themwth fresh
batteries.

DR. GREGORATOS: That was ny suggestion, that sone
elderly patients, it my be easier to just ship thema new
devi ce and have them ship you the old one back.

MR. COSTELLO In sonme cases it would be easier
than actually changing the battery.

DR. CREGORATOS: Thank you. | think that is all
have for now.

DR. SWAIN.  We can start with Dr. Tony Si mmons'
guestions for the next five mnutes, and then we w ||
continue after |unch.
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DR T. SIMMONS: | guess | have a significant
problemfrankly. | feel like | amnot exactly sure what the
heck it is | amasked to approve here. | have got so many

revi sions and changes, and sone that aren't even here, that
have been on the bl ackboard.

| find a lot of anxiety here. | have no idea
exactly what it is you are proposing. | also have a
tremendous anmount of anxi ety about how prepared you are for
today. | would have thought that very inportant questions
have been brought up about what is it you are going to tel
the patient when they call in, and what | am hearing is,
wel |, we haven't decided, but we will think about it.

| think that is a very inportant issue. Let's go
back to the patient that we tal ked about, the patient with
the PVCs that you see every day. | see those patients every
day, too. The fact is, unfortunately, we run our own
nmonitoring service, so | have to read these strips every
day, and at night | go hone and take these things, and | end
up with a garbage can this tall of the strips that | have
just thrown away where | have cull ed out PVCs.

| want to know what you are going to tell that
patient. The fact is | amnot sure | even |like these words
you are using, "patient.” It is your custoner, it is ny
patient.
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DR. BRILL: R ght, a subscriber, absolutely.

DR T. SIMMONS: So, | would like to know what it
is you are going to tell ny patient when he is calling with
t hose PVCs and what you are telling ne is | don't know, and
| think that is a serious problemright now.

DR. BRILL: Qur initial intent --

DR T. SIMMONS: Let ne finish.

DR. BRILL: Ch, | amsorry.

DR T. SIMMONS: Because, nunber one, you are
saying you think this is going to alleviate this patient's
anxiety, and | amsaying | think you are going to make him
much nore anxi ous because every tine he calls in, you are
going to say, yes, you did good, you have PVCs, you have got
to run back and go tell sonebody about this, and |I think you
are going to be playing into patients' anxieties, and |
think that is a serious negative benefit. | nean | think
that is a risk that you have not addressed.

So, if | have to answer the question right here,
is this safe, | amgoing to say, no, it's not safe, the fact
isS you are going to nake many nore patients anxi ous than you
are going to relieve, and you are going to send many nore
patients to the physician who don't need to go to the
physi ci an, and you are going to delay patients getting
nmedi cal care when they should get nedical care.
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| don't think you have identified your patient
popul ation at all that mght benefit fromthis. | am having
a real major problem here.

DR BRILL: First, | wuld |ike to apol ogi ze for
sone of the last-m nute subm ssions. W were receiving sone
faxes even over the weekend, and so sone of the things, not
pr epar edness, but sone of the itens we have for the board
were only prepared over the weekend as we got sone responses
to | abeling.

The first question is who is going to go out and
get this device. W are not going to send this |like Anmerica
Online to your house and say, hey sign up for this.

DR. T. SIMMONS: You guarantee that.

DR BRILL: | guarantee that.

DR T. SIMMONS: | don't believe you.

DR BRILL: It's a $700 --

DR T. SIMMONS: Can | ask the FDA is that
sonet hing that you can guarantee is not going to happen,
that these aren't going to appear in grocery stores
sonmewhere? | nean is what they say here on this m crophone
| egal 'y bi ndi ng?

DR BRILL: | guarantee we will not mail these to
peopl e's houses unsolicited.

DR. G LLIAM How about the application for them
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unsolicited?

DR BRILL: Well, the FDA is supposed to assi st us
wi th whatever advertising we develop in the future. That
hasn't been devel oped by us or by the FDA, so | am not
prepared to say exactly what the FDA wants and what we want.

DR T. SIMMONS: Well, let's go back to the
pati ent who has PVCs, who is very anxious, and | have just
spent an hour in ny office calmng himdown and sayi ng you
are going to have these, be very careful, just get up, if
you have nore synptons, give ne a call, and now you are
telling him yes, you have got PVCs.

DR. BRI LL: And you have told him several tines
this is okay, it is PVCs, so then he calls us up, he or she,
transmts PVCs. What do | have? You have PVCs. Dr.

Simmons told ne | had PVCs. He said | don't need to worry

about that. |Is that creating nore anxiety or reassurance?
DR T. SIMMONS: | think it is creating nore
anxi ety because now he is focusing on them | have told him

not to think about it, not to react to it, to ignore it, and
you are telling him yes, they are there, keep on calling,
and so you are telling him you are teaching himhow to fee
his PVCs, you are teaching himhow to focus in on his heart,
so now every time he calls in and you say, yes, that is a
PVC, no, it wasn't one there. So now he is |earning very
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carefully when he is having PVCs.

Now he is really focusing in on his PVCs.

DR. BRILL: Wat if he was really focusing in on
his PVCs before we cane along, and he was just calling you,
and you just kept telling himit's okay, it's okay.

DR. T. SIMMONS: So you are sayi ng now you are
going to take care of bad doctors.

DR. BRILL: No, you are not a bad doctor.

DR. T. SIMMONS: Wat are you sayi ng?

DR. BRILL: | amsaying that that patient may be
reassured because | know Dr. Simmons is a smart doctor, but
| am not sure these really are just PVCs, | know he saw t hem
before and they were PVCs, but how does he know t hat what
happened to ne tonorrow are PVCs.

We can tell the patient, yes, it was just the sane
PVCs that Dr. Simmons di agnosed, that is what you have right
now. Is it going to make them-- yes, sone people may
concentrate nore on this than they wouldn't, is there harm
comng to themfor that? | amnot sure that there is. |Is
there relief comng to patients who otherwi se just get tired
of calling Dr. Simobns who says don't worry about it.

You may think because they are not calling you
anynore that they are satisfied. They may just be sitting
honme saying, well, | can't bother Dr. Sinmons again, but
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still don't know what these things are.

DR. SWAIN. Do you have any nore followp to that
poi nt before we break for [unch?

DR T. SIMMONS: W could break for |unch.

DR. SWAIN. We are going to reconvene at 1
o'clock. | rem nd the panel nenbers that we have a cl osed
nmeeti ng about sone other topic here in one of the side roons
over lunch, and see you at 1 o'clock.

[ Wher eupon, at 12:01 p.m, the proceedi ngs were

recessed, to be resuned at 1: 00 p.m]

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E.
Washi ngton, D.C. 20002
(202) 546-6666



aj h

AFTERNOON PROCEEDI NGS
[1:00 p. m]

DR SWAIN.  The male Dr. Simmons is on the
t el ephone right now | understand, so | will ask female Dr.
Simons to start the questions.

DR J. SIMMONS: | nust admt that | agree with
all of the panel nenbers who spoke earlier, and | guess as
probably the only prinmary care provider here on the panel,
as | amlistening, and | am al so nmaki ng an observati on,
woul d probably be the person to see the patient first or
hear that patient first, particularly with this conplaint,
and I am wondering what -- | don't really see what this
device will provide that is different fromeverything el se
that is out there.

| mean | don't really see the purpose, and | guess
my concerns really deal with a quality of care issue, and |
have three observations that | am now thinki ng about and |
t hi nk nost of them have been addressed before.

One deals with the observation that your custoner,
my patient, nust sign an agreenent that there will be a
provider or facility involved. | have a little bit of
concern about the facility. | knowin Mam, that facility,
if a patient is Mam filled out that form that facility
may be Jackson Moore Hospital.
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Vell, | nmean with the enpl oyee popul ati on of
t housands, who will this patient be directing this
information to, | nean who will you be sending this nonitor
to, because there is not going to be anybody there that is
going to bear the responsibility for that, particularly in a
large tertiary energency room system

So, | ama little bit concerned about that in that
it is just very vague, and you could be a physician or
facility. Also, | amalso alittle bit concerned about the
fact the sentinel synptons, and | wasn't really sure, when
the technician gets the synptons, they are going to tell the
patient to call that referring person or institution, and |
ama little bit afraid.

Here again, | think it was nentioned earlier that
there will be delay, because I nean we have patients that
cone in all the tinme that should have gone to the energency
room | nmean shoul d not have even called nme, but should have
gone to the enmergency room and | think those three or four
synptonms may fit into that category, so you are going to
del ay needed care, energency care.

The ot her concern | have -- and these are al
quality of care issues -- the other concern | have, and it
was mentioned earlier, about the indication depression and
al so athletic disease, and | can see everybody who is in the
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Gold's gym wanting to buy one of these. | can just them
wal ki ng around the gymw th one of things on their chest.

| ama little bit concerned about those
i ndi cations and whether they really should be there.

| can't really say if it will work. W really
don't have that type of information, but | am concerned
about howit is interfacing with the patient and with the
provider, and the foll owp, there needs to be sone
continuity of care if there is a problem and | don't really
see that here.

DR BRILL: | wll try and address all of those
i ssues. You stated that this doesn't seemto really be
different fromanything that is already out there. That is
our contention also. W want to nmake it very clear that
Heart Alert has been operating a high-quality nonitoring
service for 10 years, and this is no different fromthat.

VWat is different is the way in which people wll
get into the system That is the major difference. You
tal ked about what is going to happen if sonmebody sense a
rhythmstrip to -- | will give ny |local reference -- Johns
Hopki ns enmergency room That is why we decided that we
woul d not send every rhythmstrip, those of no consequence,
to the energency room because they will have no idea what
to do withit.
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Qur point is to be a triage. Wen that person
calls, if they nmeet our criteria for inmediate nedi cal
attention, that is when that strip goes to the energency
room that is when that strip goes to a physician if that is
what the patient has designated, and that is when the
patient or we initiate the call for nedical assistance.

So, the data won't be piling up sonewhere, it wll
be kept at Heart Alert for future reference should sonebody
want that information in the future, but the strips, which
we determne do not require immediate intervention, wll not
be sent out.

You nentioned quality of care issues. Again,
these are the sanme technicians and the sanme nonitors and the
sane devices which are currently in use. You nmay well get a
pati ent who cones to you conpl ai ni ng of pal pitations, who
for sonme inexplicable reason to you has a strip of what they
were. | don't see how that harns the patient. | think it
m ght make it easier for you to treat that patient.

You m ght on your very first visit say, oh, yeah,
that was a PAC, no big deal, and you don't have to have them
wait another 30 days. | amonly saying that | don't see the
harmin that. | think there may be sone benefit to that,
but | certainly don't think that the individual is sonehow
hurt by having this information, which many of us as
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physi cians would say | don't really need to know that.

VWhat we are doing is we are giving the individua
the ability to get sonme information on their own. W wl|l
tell themthat we will let you know if this is a serious
energency situation, and we will help you get help.

If it is not a serious energency situation, nuch
like in other things where one has bl ood pressure, glucose
monitoring, HV testing, people are given sone information,
but it is up to themto follow up on the information as to
what they want to do with it.

| don't know if | answered all of your points.

DR J. SIMMONS: | think so. | amstill alittle
bit concerned about that |ast issue. They do have the
responsibility, they are enpowered to do sonething about it
t hensel ves. | nean you are giving themthe information, but
| ama little bit concerned, particularly in this day and
age of primary care and quality assurance, are we going to
get the foll omp that we need.

We have soneone out there that needs to go to the
energency room are they going to go, or we have soneone out
there who -- because all this is telling you is that they
are going to put ny name down and say | amtheir provider,
but we have no way of knowi ng that they are going to
actually get the care that they need.
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DR. BRILL: The alternative, as they would stand
now is they may or may not decide. It seens nore likely to
me that if we say to themthis is a serious thing, you need
to get nedical attention, that they will do it than if they
are sitting at honme saying | amnot really sure this is
anyt hing, maybe | won't bother. | think it unlikely. They
may be just as likely on their owmn to seek nedical
attention, but | don't see a scenario in which they woul d be
less likely to seek nedical attention because they use our
servi ce.

The other thing is, again, we get back to the
i mredi ate response. |If one of your patients calls you,
there is a delay, hopefully, a short delay, but there is a
delay. That 800 nunber gets answered within two m nutes.
There is an i mredi ate response.

Wuld it have been better for themto call 9117
There may be a one-mnute delay there. Could that be
crucial? | don't knowif a mnute counts.

DR J. SIMMONS: Sonme of us have identified
patients that we tell to go to the energency room but what
| ama little bit afraid of is you are going to have a |leve
of confort out there with a device you can just buy over the
counter, that says, okay, | can go through these different
steps before there is that 911 call, and that is a little
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bit disturbing because we see it all the tinme, particularly
the famly practitioners and the internists who actually are
practicing primary care. | nmean there is patients that cone
inall the tinme who should not have conme to ne first. They
shoul d have gone to the energency roomfirst.

When | was listening to your description of the
different sentinel synptons, and | think you said that the
technician will tell this person to call that referring
institution or provider, well, that is mnutes that is |ost.

DR. BRILL: The question is -- and | don't think
any of us can neasure this -- if that patient or person were
otherwise inclined to imediately call 911, they would get a
faster response by a matter of a couple of m nutes probably,
| agree -- the question is are we also going to find sone
peopl e who woul d not call 911, who we pick up otherw se and
help refer themto a nedical facility. 1 don't know the
answer to that.

| think there are patients on both sides of that.
| amnot sure that a two-mnute delay is a serious del ay
when ny guess is there are bigger delays than that in the
system but in terns of the bottomline question, are we
going to be keeping people fromgetting nedical attention,
that is the primary goal and concern and ours, is not to |et
t hat happen, and any input we can get -- we believe it is
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possible to do this and not have that bad consequence.

DR. SWAIN.  You probably would be careful what you
are advising. You know, the big point here is that this is
di agnosi s, not treatnment, but you have just inplied that the
800 nunber may get a quicker answer than the physician, so
the initiation of treatnent, which is go to 911, you are
inplying that you are going to, in fact, make this a
treating system not just a diaghosis system

DR BRILL: A triage system

DR. SWAIN.  No, treating. So, | assunme you are
not inplying that this is a treatnent.

DR BRILL: Well, we are not going to di spense any
t her apy.

DR. SVWAIN. Right, but telling sonebody to go to
an ER or call 911 is initiation of treatnent, so are you
saying, in fact, that this device -- "device" neaning the
system-- is not only diagnostic, but is treating?

DR. BRILL: Am| saying we will refer themto
enmergency rooms on occasions? Absolutely.

DR. SWAIN:  So you are tal ki ng about treatnent.

Did you have any other questions?

DR J. SIMMONS: No, the only observation was the
depression, and | just thought that was a little bit
i nappropriate as an indication.
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DR SVWAIN. | think the panel nenbers, especially
new panel nenbers, if you have a specific question to ask,
you can answer a specific question, but you can't comment on
a comment. So, please answer any specific questions
addressed to you.

Do you have any specific questions?

DR J. SIMMONS: No.

DR. SWAIN. Do you have any other conments or
guestions?

DR J. SIMMONS: No.

DR SWAIN.  Dr. Tony Simmons.

DR T. SIMMONS: Sorry, | was trying to change a
pl ane reservation.

First of all, it was pointed out to nme that when
was aski ng sone questions before, that | had said that | did
interpret these strips, and there was inplication maybe that
| have sonme interest in a conpany that sells or markets
t hese things, and I do not. | get no financial
rei nbursenent for -- like all electrophysiologists, | see
tons of PVCs and rhythm strips, and the hospital does
Holters and things Iike that, but I do not have a part
interest or any financial interest in any nonitoring system
| wanted to make that point.

Let nme just go back to the point that | was
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actually tal king about before. | guess naybe it is the key
poi nt, you know, what is the population of patients that you
are going to be selling these things to.

| want to hear you say sonething different than
what | have heard you say, and that is, a person conmes and
fills out one of your forns and says on your form| have
coronary di sease, | have had a nyocardial infarction, and I
have had fluttering of ny heartbeat, and | do feel near
syncope, are you going to sell himthis unit, or are you
going to say, for God sake, go see a doctor?

DR. BRILL: Both, which is what we do say in the
| abeling. Yes, we wll sell himthe unit, and yes, we wll
say this is not a substitute for nedical care.

DR T. SIMMONS: See, | don't think you should do
that. | think you should say you need nedical care, you do
not need an inpersonal person sonewhere off nonitoring
because even on your own | abeling you say that whether or
not you find an arrhythm a, that person needs to be seen by
a physician, and by providing himwth this nonitor, you are
inmplicitly saying that this is okay, we will help take care
of you. W think you are wong, but we are going to help
take care of you. And that is wong.

You shoul d put the enphasis back on the patient.
You know, the first rule is do no harm and so you should
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not sell the device to sonebody that you are going to
potentially harm So, if you have a patient with congenital
heart disease, if you have a patient with coronary artery

di sease, if you have a patient with syncope, if you have a
patient with palpitations, and things |like that, they should
be refused and sent off to their physician for care, not
commercialism That is my point.

DR. BRILL: Is that a question or a coment that I
can't respond to?

DR T. SIMMONS: You are welcone to comrent on
t hat .

DR BRILL: That sanme patient who has all of those
nmedi cal problens and has been eval uated by you and properly
treated by you --

DR. T. SIMMONS: How do you know that? What are
you saying? This guy filled out a form The guy filled out
a form and he has cone to buy this --

DR. BRI LL: How does he know he has coronary
artery di sease and he has a defibrillator?

DR. T. SIMMONS: Five years ago he had an infarct,
and now he has got pal pitations, and he is al nost passing
out, and he sees your advertisenent in USA Today and deci des
he wants one of these things.

DR. BRILL: And he is just not to cone back to
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you?

DR. T. SIMMONS: No, he has not needed to cone
back to nme until now.

DR. BRILL: He is passing out and having
pal pi tations.

DR T. SIMMONS: That is right. You should send
hi mto sonebody.

DR. BRILL: Well, he has already decided not to
see you.

DR. T. SIMMONS: No, he may not know enough to go
t o sonebody.

DR, BRILL: By definition of your question, he has
not conme to see you, and the question is, is there now sone
danger because he has deci ded, although he doesn't want to
see you, he does want --

DR T. SIMMONS: No, you are providing himw th an
alternative to going to the physician. He has not decided,
you are hel ping himdecide. |If you are not there, he would
hopefully go to his physician.

DR. BRILL: So if Heart Alert were not providing
this service, what woul d happen to that patient?

DR T. SIMMONS: Hopefully, he would go to his
doctor. Hopefully, if he conmes to you, you will reject him
and tell himgo to his doctor.
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DR. BRILL: WIIl we accept himand send himto his
doctor ?

DR T. SIMMONS: O wll you accept him and he
Wil diein his sleep that night because you provided him
wth alittle card that said, oh, thisis ny little
protector here, I will put this on ny chest tonight.

DR. BRILL: Now, we accepted himand referred him
to his physician, and | presune you saw hi mthat day.

DR. T. SIMMONS: D d you refer himto his
physician or did you just let himbuy the card?

DR. BRILL: Well, you just created a difference,
and | said we would accept that patient and refer himto his
physician. M question is what harm cones fromthe
di agnostic device as long as the patient gets appropriate
medi cal care

DR. T. SIMVONS: Because the diagnostic device
provides himwith a |evel of assurance that is
i nappropri ate.

DR. BRILL: And in your opinion, there is nothing
we can do. There is no point in ny answering that question
in ternms of insisting and advising the patient to seek
medi cal advi ce.

DR T. SIMMONS: | amsorry, | mssed that point.

DR. BRILL: | get the feeling that whatever | say
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in ternms of what we may do to spell out to the patient that
it is no therapy and that they need to see a doctor, that
you don't think that will be adequate, is that correct?

DR. T. SIMMONS: | think that's right. | think
you need to send that patient to a physician, and not try to
provide the care through a technician in another state. It
is your obligation do no harm do the right thing, send the
patient to the doctor.

DR. BRILL: In our mind, it is not either/or. In

your mind it is. That is our difference.

DR SWAIN. | think that is a good sunmary. |
think that is 10 mnutes and we will keep going around. Dr.
Wi nt r aub.

DR. VEEI NTRAUB: This is very educational. | think

| got nost out of reading the ACC-AHA task force on
anbul atory el ectrocardi ography, and | was rather amazed, not
being particularly educated in EP, at how many things fel
into Cass Ill, that is, in which anbulatory nonitoring is
not really thought to be hel pful.

| am not going to read themall, enter theminto
the record, but if you | ook on page 211, basically, stable
coronary di sease, asynptomatic m croval ve di sease,
asynptomatic patient with known heart di sease on an exercise
program assessnent of risk for potentially disabling
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arrhyt hm as, and on the next page, patient with known stable
coronary di sease w thout evidence for nyocardi al

dysfunction, asynptomatic patient with known heart di sease,
et cetera, et cetera, and then on page 213, patients with
atypi cal chest pain, chest pain atypical for myocardi al
ischema, et cetera, really rules out a hell of a |ot of
patients, a great part of the popul ation.

| am now going to ask you questions which | think
staff are going to have to direct ne as to whether they are
appropriate or not, and I am not asking them because | want
reply to every information, but I amasking themin an
effort to try to define the population of patients that you
are going to nmarket this for.

So, | guess what | amgoing to ask you for first,
| don't think you woul d have gone through this, and the
expense of doing all of this and nodifying the card, and al
that, unless you had done sone market research.

So, you nust have sonme market research, and you
nmust have sone idea of your target population. Can you
descri be that for us?

DR BRILL: | will defer to M. Costello.

MR. COSTELLO  To give you an idea of the market
size, we anticipate the market to be in excess of 10 mllion
i ndi vi dual s.
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DR. VEEI NTRAUB: Agai n, your market research nust
have shown you who were the potential custoners.

MR. COSTELLGO Right. Wthout giving too nuch
away here, predom nantly synptonatic people again with those
synpt ons suggestive of arrhythm a.

DR VEEI NTRAUB: Patients wth pal pitations.

MR. COSTELLO As we showed a slide earlier, in
the 1991 study, there were 13 -- | believe it was 13,
perhaps 12 mllion physician visits for synptons suggestive
of arrhythm a.

DR. VEEI NTRAUB: Does that include patients with
chest pain?

MR. COSTELLGO No, there was no chest pain per se.
They were all predom nantly pal pitations, |ightheadedness,
tachyarrhythm a type of synptons, and of those 12 mllion
visits, arrhythm as were found to be the cause, | believe,
708, 000 ti nes.

So, looking at that statistically, 7 percent or
so, ballpark mathematics, 7 percent of those synptons were
docunented wi th arrhyt hm as.

DR. VEEI NTRAUB: Let ne conme back at you with
anot her question. Again, | amnot asking this question
because you want you to divulge proprietary information,
again, | amtrying to pin down sone idea of the population,
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the target popul ation.

So, ny question is give ne a ballpark in terns of
what this subscription would cost the average person.

MR. COSTELLO W anticipate it to cost no nore
than -- we anticipate the device to cost no nore than what
the device would currently cost a physician today. It is a
nice way of saying --

DR. VEINTRAUB: That's fine. Wat is that today?

MR. COSTELLGO  The retail price of this device to
a physician today is in the neighborhood of $850. W would
anticipate it be significantly bel ow that.

DR. VEI NTRAUB: And that would be for a one-year
subscri ption?

MR. COSTELLGO  That would be to own the device.

It would be our intentions to be able to be selling these
devi ces and communicating to the individual that the device
is useless wthout service, and selling service
subscriptions in addition to that.

We woul d anticipate the subscription to cost no
nore than the average cost of one test in a physician market
t oday, which is anywhere from $250 to about $600 dependi ng
upon third-party reinbursenent.

DR. VEI NTRAUB: Now, finally, do you foresee the
subscription as being reinbursable by insurance, any part of
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this rei nbursabl e by insurance?

MR. COSTELLO  We have not discussed that
internally, but we have gone on the assunption that it is
not .

DR. VEINTRAUB: Wth all of this discussion, and
again | amjust sort of trying to very briefly sunmarize in
my own head, that if a strict constructionist, and | | ook at
it in the purview of the FDA, and | think if | am being
absolutely strict in ny own mnd, it is sort of hard for ne
to reject this proposal on the basis of safety. Again, this
is strict construction, the device itself is not harnful.

There have been safety issues raised, and | think
they are legitimate, but in terns of the device itself, and
the transmssion and all, that is pretty safe. Efficacy,
fromthe data presented, | have to conclude that the device
and the system does what it says it is going to do, that is,
it picks up arrhythm as. Wat one does with that
information is a conpletely different question, but it does
seemto be efficacious in the sense that it picks up those
arrhythm as in a high percentage of cases if the 2 percent
loss rate is correct, which | ama little suspicious about,
but let's say it does in a high percentage of cases, then,
it would be at | east again strictly constructed to be safe
and effi caci ous.
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If we say that the device ought to be approved on
that basis, then, | think the safety issues and all the
other issues really, as Jeff Brinker said, really have to be
pi nned down on the basis of |abeling, and that is why |
think Dr. Spyker was so enphatic about it. | think the
labeling is critically inportant, and although |I agree with
Alternative B being the best alternative, | think that if it
were to be approved, that ought to be the basis of |abeling,
but I think it could be even tighter, and | think that it
really ought to be absolutely laid down that a physician be
i nvol ved, and the conplexity of dealing with arrhythm as
shoul d be explicated a little bit nore.

Again, if you are aimng at a seventh grade |evel,
this is difficult, but I think that the custoner should
understand that this is a very conpl ex business, and that
what may be benign in one patient, may be very dangerous in
anot her, and vice versa, and that really only physicians

trained in this area can give a conplete assessnent.

| think that got be part of the -- if it is
approved, | think it has got be part of even a tighter
| abel i ng.

That is really all | have to say.

DR SVWAIN:  Dr. Vetrovec.
DR. VETROVEC. | want to go back to the physician
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issue that the patient lists, and | would argue that the
physi ci an should be notified that that patient listed him
for the follow ng reason. Suppose a lady lists her
obstetrician as her primary care physician, that individual
one could easily argue may not be qualified to interpret
that data if it were sent to that individual

They shoul d have an opportunity to say, hey, | am
the wong guy before there is a 911 energency. So, | think
t he doc should be, not so nuch the signoff froma
nmedi cal -1 egal aspect, but fromthe standpoint of am!|
qualifi ed.

The other thing that could happen is the patient
could put down the nane of a doctor that they haven't
contacted yet, that is not taking new patients. So, when
the call comes in the mddle of the night, he says this
isn"t ny patient.

| think sonme closure of that | oop needs to be
made, not from a nedical -1 egal standpoint.

| woul d al so wonder, since you are tal king about
t wo-year contracts, what updating is going to be nade on the
medi cal information. For instance, regardi ng drugs that
m ght be inportant or new synptons or new events that that
happened to a patient. | would wonder what you woul d
coment about that.
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MR. COSTELLGO  Well, as part of our internal
quality control process, if we do not hear from a subscri ber
within a 60-day period, we wll contact that subscriber to
essentially establish three basic points:

Nunber one, that the subscriber still realizes
that they can have access to this 800 nunber; two, that
their device still works; and three, that there has been no
dramati c change in their nedical condition or in their
records.

That is not so terribly different than what we
currently do in a physician-prescribed service. If we do
not hear from a physician-enrolled patient wthin five days,
we generally assune that the person gave up on the test, and
no | onger uses the device, so we call themup, and we say
are you still using the device, do you still know how to use
it, are you still commtted to using, and to try to
reinforce that with the patients.

So, our software and our database has the
capability to cue us to individuals who we haven't spoke to
at various intervals, and it is already sonething that we
currently do, and we anticipate that would be a natural
extension to our subscriber service.

DR. VETROVEC. Any comment to what | just said a
m nut e ago about the doctor that mi ght not want to be the
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patient's doctor or not be appropriate?

DR. BRILL: | think you raise a good point. |
think it would inappropriate to have an obstetrician or a
der mat ol ogi st involved, and inappropriate to have, although
we do say on the form-- | believe we say that -- | have
conferred with the designated physician or nedical facility.
So the option of not having them-- that is in there on page
20. So they certainly would be infornmed, but you are right,
it mght not be the appropriate physician, and | think we
have to take sone steps to nake sure that it is an
appropriate physician.

DR. VETROVEC. One nore question | have is, is
that your technician nentioned earlier that there was a 2
percent inadequate information, but on the current system
but was that based on using wist electrodes, do we know
what the reliability is in terns of transm ssion of data
using the foot systemthat this will have?

DR BRILL: That data is based on all of the
different nodalities that Heart Al ert uses, which includes
wistwatches and | ead systens. Instronmedix, | amsure
presented that data when their device, which this is
predi cated on, was approved. | don't have that nunber in ny
head.

DR. VETROVEC. That is all | have.
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DR SWAIN:. Dr. Gooray.

DR. GOORAY: | sort of find nyself in an unusual
position. | amthe consuner rep, so | am probably one of
the potential users of this, and of course, | can't close

the unbrella of being a physician.

There are two concerns | have. One of the things
| think you spent a ot of tine on is supposedly this device
iIs going to increase the access to care. AmIl wong in
maki ng that assunption?

DR, BRILL: That is right.

DR. GOORAY: If we predicate this assunption that
this thing increases the access to care, when you | ook at
t he nunbers you present, the people that are potentially
going to use the device probably already fall under
physi cian care. Wuld you say that is wong?

DR. BRILL: | would say there are people in and
out of that population. | would say many of them woul d, but
many of them who have sinply the synptons, such as
pal pitations or racing heart may not be under a physician's
care.

DR. GOORAY: But nost of the people you are going
to target, if I ama consuner, potential consuner, and a
device like this, this kind of thing, | don't know where you
are going to advertise it, or how you are going to get your
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patient population, but I will make a sinple assunption that
t he neans by which you use to advertise this stuff is going
to be areas that are accessible to certain people with a
certain level of education, which neans that inplicit in
that, is the fact that the majority of these people are

al ready under sone physician care.

| make the point that you are not necessarily
i ncreasi ng access to care because inplicit in that statenent
is the fact that when you say sonething increases access to
care, you are broadeni ng your popul ati on base, and you are
not doi ng that.

DR. BRILL: | think I understand your assunptions,
and | don't think we will know until -- | agree that sone of
your assunptions may be right. This has not been done in
this country, and | suspect there are patients who are not
seeing a physician who will enroll, but we haven't done the
ki nd of research that can tell us, of those interested, how
many have physici ans and how many don't.

DR. GOORAY: But if you even | ook at studies that
have been done say in anbulatory care nonitoring, and the
anal ogy was made a | ot about conparing this to bl ood gl ucose
device or a blood pressure device. W know for a fact that
there are very good |long-termstudies to show t hat
anbul atory care and bl ood pressure neasurenents are a better
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reflection of the | ong-term outcone of people. W know
that, that is well defined. 1In a device |like this, we don't
know anyt hi ng about what its potential benefit is.

We are saying it has probably sone benefit is a
sense of people becone nore aware and they are going to seek
medi cal hel p based on whatever you are doing. Pardon the
pun, but | think what we are doing is if you are going to
crystallize all this stuff and tell a patient, |ook, you
have asked themall these questions, and | amcomng in and
| have got all these problens, | have seen a doctor, | have
got palpitations, and getting back to Dr. Simmons' idea, is
that | have got all these problens, and | amtelling you
have got all these problens, and | amcrystallizing al
this, and as far as | am concerned, that shows ne that
oversinplifies the overall problemthat a patient has, and
it gives them-- and | woul d enphasize the point again -- if
| ama patient and | deal with this thing every day, it
gives ne a fal se sense of security, and that to ne is
danger ous.

If we are going to say that risk is worth it, with
the potential benefit of increased access to care, | think
we are only giving the care to people that already have care
because of the very nature of the device, and naybe you can
el uci date the point of how you are going to get this, in
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what formyou are going to advertise this -- | don't think
that is a fair question -- because that determ nes your
patient population that you are going to go after.

DR. BRILL: Well, we couldn't prepare those
mat eri al s because so nmuch of it hinges on the
recomendati ons of the FDA that to try and create that ahead
of tinme would have just been guessing. It depends on what
we all agree on are indications and contraindications, so we
don't have that material.

DR. GOORAY: | don't have any other questions.

DR. SWAIN. Dr. Goggins.

DR. GOGANS: | think I don't have anything nore
than others have said already. | guess | hear the question,
the device works, that is not what is being asked today, but
what we seemto be asking is how nmuch can individual humans
not trained in nedicine do i ndependently to care for
t hensel ves.

There are kits avail able. W have tal ked about
them a bunch of times - glucose, pregnancy test kits. You
can buy stethoscopes in children's catalogs nowto listen to
your heartbeat. |If these people don't subscribe to this
device, what is their fate?

| think you have said this, you have struggled to
say that several tinmes already. Wuld nore people be better
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off if this device is available than if it is not?

DR. SWAIN: A large phil osophical question. Do
you have a comrent on that?

DR. BRILL: W think nore people would benefit,
and it is obviously difficult to prove, but again, we | ook
back at this device, we are taking the sanme service which
nmost of the people in this roomuse, we are broadening it to
all ow people to obtain the device thenselves. So, the
question is does that spread of infornmation create a
pr obl em

We agree with those who have said you cannot | et
this inhibit a patient's access to regular nedical care, and
it is our contention that we can do both things, that we can
make sure they are referred to the proper physician, and at
the sane tinme, provide themwth nonitor.

DR. SWAIN:  Thank you. | guess | have the next
guesti ons.

| think this is sort of a unique device neaning a
system as Dr. Spyker says, that we are asking to judge a
devi ce based on, as far as | can determ ne, no data
what soever, know ng of course this device is only
peripherally related to arrhythm a services that are in
exi stence.

There were six patients nentioned in this, only
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one of whom we heard about, which was a lady that there is a
couple of EKG tracings on, and half of the patients used the
device incorrectly, upside-down. So I guess | have a big
phi | osophi cal question for the FDA here about why we are

| ooki ng at sonet hi ng where we have no data.

The comrent to the conpany about this is in seven
years, | think this is the first tine in a panel that | have
been on where the conpany has not had testinony from
recogni zed experts, in this case it would be
el ectrophysi ol ogi sts, that don't own part of the conpany or
t he conpany, which I think is perhaps not a good trend or
perhaps not in the conpany's best interest for future

reference. That doesn't work as well than with recogni zed

experts.

As far as | can tell, | don't believe there is
anybody | can tell in this country that would be excluded by
the indications here. | think everybody in the world has

been anxi ous or depressed at one tine, has a history of
heart di sease. People's hearts, all the relatives who died
had their hearts stop, so it is cardiovascul ar disease.

Let nme ask you one thing. There is no age
mentioned. Can a five-year-old go across the counter and
buy one of these little suckers and subscribe?

DR BRI LL: No.
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DR. SWAIN:  Also, there is no nention about other
visual or hearing handicaps. |[If you can't hear the buzz,
you can't start it. |If you can't see it, you can't start
it.

DR. BRILL: In the labeling, it does say if you
cannot use the device and dial a tel ephone.

DR SWAIN.  Well, the manual dexterity, | inplied
that, so | think that there are other classifications of
denmentia, of hearing, and all that.

| am very concerned about the |ack of protocols.

It is sort of build it and they will conme, and we don't have
any of the protocols that | believe would allow nme to judge
on this device of who is going to be referred when, and |
have the sanme concern Dr. Simmons has about delay of care to
t he wong physician, the OB physician, and | have exactly

t he sane concerns about who will accept these patients.

You know, sonebody could put down ny nanme | have
never heard of. It is unlike the current device where it is
a physician contract with your conpany, and that is a big
di fference, and |i kew se having spent sone tine at Jackson
Menorial or any other university hospital, | have no idea
who woul d get notified or perhaps in any system who m ght
care about or know what to do about this.

Those were sone of ny concerns.
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You nentioned you had no QA. | guess it wasn't
needed before.

DR. BRILL: No physician overread QA because every
strip was read by a physician.

DR. SWAIN. Right, which is kind of a funny way
out of that one in that you have already said that the
physi ci ans very often don't read themor don't call back, so
you have said that QA is the physician, but you recognize
t he physician doesn't tell you when you read them w ong.

So, | assune there is a plan.

DR BRILL: W outlined it.

DR. SWAIN. That is one of the other problens |
have. | will talk to the FDA about the data we have, but |
woul d hope the FDA woul d be concerned about a bonb-proof QA
pl an.

DR BRILL: W tal ked about the 10 percent
overread by supervisor, and 1 percent overread by
car di ol ogi sts.

DR. SWAIN: | guess if | were an EP person
subscribing to your service, | would be asking that question
about the present service.

How do you plan to deal with the sane problem al
the software designers have? | buy one unit, and pass it
around to ny buddies. If they think they are having a few
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probl ens, they can slap that on there.

How do you have the integrity of know ng that the
only user will be the person who bought it, who filled out
t he questionnaire?

DR BRILL: Wll, when a person calls in, they are
asked to identify thenselves. Certainly, they could Ilie.

We can't keep people fromtaking other people' s prescription
medi ci nes, driving other people's cars, drinking other
people's liquor. There is no way. |If people want to lie
and use subterfuge, they will, and | don't know of any
device or systemthat can prevent that.

DR. SPYKER They would sign a card.

DR. BRILL: That would help, although |I would hate
to base ny judgnent on that. Theft and fraud are ranpant,
and | don't know that we can solve it any nore than anybody
el se can.

DR. SWAIN:  That is the end of ny questions. W
have an adjourn tine of 3:00 p.m today, and | amgoing to
ask the panel to go around again for any further questions,
but in particular, there are | think five questions that the
FDA has conme up with, that they wsh us to address, and |
think that we need to go around and see who would want to
address any particular point on these.

As | implied, | have an extrenely hard tine
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finding who this device should be used by. | think the A
B, and C, you can take all these people with known cardi ac
di sease and all that, and | think there would be people that
aren't eligible for use of this device, and the sane
question | think Tony brought up or Jeff brought up about

i ncreasing anxiety, the worried well.

| think at the initial pass, | would think this
woul d be sonething for the worried well except | think we
woul d make the worried well even nore worried. So, | am
kind of in the population where | can't inmagi ne what
popul ation | think this device is for, but I wsh each of
t he panel nenbers to ask any further questions and to
address anything they can of these conments.

Anne is first.

DR. CURTIS: | was going to make a simlar comrent
about the worried well, so it has already been made. |
t hi nk the people we don't want to use it are people who have
known heart disease. Maybe the patient is nore prone to
have arrhythm as, but | think that is where the danger cones
in nore.

In terns of the labeling, | think we easily agree
that A doesn't work. In ternms of B and C, | actually like
the indications in C better because of the bullet form but
what | would do is | would at |east throw out the [|ast
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three. | would throw out the coronary di sease, chest pain,
and heart failure.

| think the business about history of arrhythm a
t hat was brought up before is true. It is kind of odd to
have it as an indication and a contraindication, and | am
not quite sure what the best way is to handle that.

The problemwith the indications in B, | think are
that they are true statenents, but kind of vague in terns of
sonebody deci ding whether or not to use the device. The
fact that you can have serious rhythm problens w thout any
sensation, well, that is true, and that probably push
sonebody to get an event nonitor just to record willy-nilly
when they are not having any synptons at all.

In the second paragraph there that tal ks about you
m ght benefit if you have heart problens related to an
irregular heart rhythm well, what kind of synptons are
t hey, and the average person with a sixth or seventh grade
| evel of understanding, | don't think knows what kinds of
synptons could be related to heart arrhythm a and which
don't.

So, | think they are all very true statenents, but
not very helpful in ternms of a | abeling indication. So,
think that the C actually works better for that, if you have
got a racing heartbeat or palpitations or whatever.
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In terns of the contraindications, though, in a
way | think you need sonme conbination of the B and C
contrai ndi cati ons because, obviously, you have to be able to
get the device on your chest, and if you can't do that, you
can't use it, and the fact that | think there is nore of an
enphasis in B on the device not being a substitute for
medi cal attention, | think that works a little bit better.

On the other hand, in C, | believe that the fact
that it nentions that you should consult your physician if
you al ready have a history of cardiac problens is
wort hwhil e, so that possibly the two shoul d be conbi ned
sonmehow.

Thi nki ng about this, if people can use an
over-the-counter event nonitor system | am not sure why
they can't walk into the corner drugstore and get a 12-Iead
EKG anytine they want or get a chest x-ray when they have a
little cough. | nean there is a ot of those sorts of
things that currently now you have to go through a physician
to be able to get them

Does this open up a can of worns, and, you know,

t hat everything now will be, you know, we want to enpower
patients, and they shouldn't have to go through the nasty
physi cians to get access to nedical care?

| think a lot of things could really fall in that

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E.
Washi ngton, D.C. 20002
(202) 546-6666



aj h

category, so | think we have to be careful about what we are
approvi ng here.

But | think the business about safety and
efficacy, | don't think anybody here has any doubt that the
device wll transmt an arrhythma. | nmean it does transmt
an arrhythma, and it will effectively do so. It is nore
the systemthat we are looking at in terns of being safe and
effective, and | think it is safe and effective for the
worried well who don't need it anyway, and | don't think it
is safe for patients who have got serious cardi ac probl ens
already. | think they could be doing the wong thing. | do
agree with Dr. Tony Simmons that | don't think a whole | ot
of the worried well are going to be reassured by this.
have ny best chance at reassuring people if I don't want to
see the event nonitor any nore and | tell themto put it
away and | tell themnot to focus on it anynore.

To have them keep recurringly transmtting these
things and focusing on it, I think it just ups their anxiety
rather than relieves it.

So those are the only comments | have.

DR G LLIAM | agree fully with everything that
Dr. Curtis just said. | think if I were going to | ook at
that, | would al so take out fainting because, obviously, if
soneone faints, they can't use this event card. | don't
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like any A, B, or Cversions. | think some may be better
than the others, but the truth is we are |ooking at a
popul ati on perhaps suggestive of 10 mllion people. In ny
W | dest dreans, | don't think | have 10 mllion people that
| would want to have an event nonitor.

| guess if we are | ooking at being safe and
effective or efficacious, and | guess efficacious neans if
there is an arrhythma, you find it. Well, maybe if | can
take sone poetic |icense and say efficacious, do they need
the thing in the first place.

| think we can all go out and, say, | could put
defibrillators in people, and they are safe and they are
efficaci ous when you choose the right population, and | am
not convinced that we have any hope in selecting a
popul ati on that needs the device.

Just because you give patients access to nedi cal

care doesn't nmean they get better nedical care. | think
this is a bad idea. It is not like the blood pressure
cuffs. It is not Iike the pregnancy tests. |[If soneone is

pregnant, they sort of know what is going to happen. If |
tell themthey are going to have, you know, a 20-beat run of
v-tach over a tel ephone, | amnot sure they know what
happens.

| mean | am not sure | would know that if sonmeone
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called ne and said they had 20 beats of v-tach out of the
bl ue wi thout nme know ng the patient, what | would do with it
particularly. W need to know a |ot nore information.

| think this is atool. | nean it would be Iike
having Instromedix telling themthey could sell the device
to anybody who wants to pick it up at their local 5 and
dime. It is just that it is a $800 price tag plus 600
bucks, so it neans | figure if soneone is going to drop
$1,500, | think we are going to inprove access to care,
because if you are willing to spend $1,500 for a device,
that we automatically are going to elimnate | ethal
arrhythmas just for a couple of flutters, you have got a
doct or al ready.

| wll stop there.

DR. SWAIN.  Dr. Gregoratos.

DR. CREGORATCS: | have one nore comment to nake
for the record, and then | will try to answer sone of the
guestions. It was discussed before, sonebody asked whet her
there is any harmto the device, and the answer was no.

There is one potential aside fromeverything el se
t hat has been di scussed, | have one potential concern about
anxiety. | think in sone people far fromalleviating
anxiety, this may reinforce anxiety, and | think it has been
stated that this may be hel pful to anxi ous people, giving
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them sort of sone reassurance, sone intervention, and | am
rem nded of the study that just reported at the ACC sessions
about three weeks ago on post-nyocardial infarction
psychol ogi ¢ i nterventi on where people were random zed, part
of the group getting nurses calling themto nonitor their
progress, and so forth, and the other group had the usual
and regul ar care, and the subgroup of the people who got

i ntervened upon with nonitoring and regul ar tel ephone calls
actually did worse. It turned out the wonen for sone reason
did worse than the nen.

So, when we tal k about the psychol ogic
intervention, there are a lot of things we don't understand
and we don't know, and there is that potential that is of
sone concern to ne, that nay outwei gh the benefits that you
have |i sted.

Now, to my way of thinking, a very inportant issue
woul d be to make sure that the physician that the patient
specifies is the appropriate physician and that actually the
physi ci an signs off as accepting the responsibility. So |
woul d add to the patient enrollnent formthat the patient
signs, a signoff line by that physician. | think that would
be very inportant. | think that would nmake it easier for
t he conpany al so to make sure that things don't fall through
the cracks and you don't open yourselves to any liability.
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| would also agree with Dr. Curtis. | think the C
version with specific bullet type indications and
contraindi cati ons woul d be easier for the subscribers to
follow than a witten narrative type of indication and
cont rai ndi cati on.

In terns of the contraindications, | would propose
that in addition to history of arrhythmas, as a followp to
nmy previous discussion, the presence of a defibrillator or a
pacemaker be considered i nappropriate. Those patients would
be considered i nappropriate for this nethod, for this
fol | ow-up nethod.

So, Question No. 1, | think we have discussed
sufficiently. | would agree with that nodification up
t here.

Question No. 2, | would add defibrillator and
pacenmaker patients. The labeling wll have to be addressed
even nore. Again, a followp of what |I said before, | think
a very good subscriber education, a videotape would be very
i nportant, expandi ng on the videotape as you have nenti oned
bef ore.

Item 4. The provider signoff. | would want to
see that as part of any approval. Question 5, | amnot sure
what that refers to. Wre you referring specifically to a
pilot study or sonme type of prelimnary process?
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DR. SPYKER If it is determned that there are no
appropriate -- or those of you who m ght feel there are no
appropriate patient subsets, then, our next task is to
recommend what direction and by what nethod to pursue that.
So, Question 5, if you answer Question 1, then, it is either
2 through 4, or 5 is sort of the way we thought about it.

DR, GREGORATCS: | think wth those provisions, |
woul d | eave 5 unanswer ed.

DR SWAIN:.  Dr. Tony Simmons.

DR T. SIMMONS: Well, | guess just trying to
answer the question we started on, | agree elimnating
fainting. |If you are passing out, | don't think that should
be on there. | would add congenital heart di sease down here

because certainly one of the commobn ways patient with
congenital heart disease die is by sudden death. | don't
t hi nk they should be their own doctors.

| would actually separate those bullets out with
coronary di sease, val vular heart disease, congenital heart
di sease, and nmeke those all separate bullets. | think
addi ng, as Dr. Gregoratos said, permanent pacenekers,
i npl antabl e defibrillators al so nmakes sense.

| think your point about the bl ood pressure
monitoring, just to put ny owmn two cents' worth in on that,
and the pregnancy tests, and the HV testing that can be
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done, you know, those patients do buy these kits, they do,
they are self-contained, the patient then nmakes a deci sion,
they do their own determ nation.

| mean if they want to depend on those things,
that is great, but what you are selling here is sonething
that is being interpreted by technicians and partly by
physi ci ans and neki ng recommendati ons on therapy, not
therapy, treat, not treat, go to the energency room or not

go to energency room and | think that is conpletely

different.

That is all | wll say.

DR. SVWAIN. Could I ask you what your answer to
No. 1 is?

DR T. SIMMONS: | thought that is what we were
doi ng.

DR. SWAIN.  So you are just saying 1 through 4 in
arrhyt hm as?

DR. T. SIMMONS: Actually, strangely enough,
t hi nk having just a history of an arrhythm a doesn't excl ude
you. | amnot saying | would agree if you nake ne vote on
this, that | amgoing to vote yes --

DR. SWAIN.  No votes. Dr. Jacqueline Simons.

DR J. SIMMONS: Let nme just ask a question maybe
to staff of the FDA. By looking at C version, under | guess

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E.
Washi ngton, D.C. 20002
(202) 546-6666



aj h

on the first question, aml elimnating the points under A,
like anxiety is a question, athletic, traveling, does that
mean that that will not be consi dered?

DR. SPYKER  Question 1. W nust avoid the
appearance of |eading the panel, and we try to do that by
saying if there are, the inplied part of Question 1, if
there are situations, patient population, where this is
appropriate, tell us what they are. You are entirely at
your own discretion in terns of including or excluding.

DR. SWAIN:  So what parts in A would you want
wher e?

DR J. SIMMONS: | agree wth what | see up to the
top. | agree with elimnating fainting, coronary artery
di sease, and heart failure. That is nmy answer to Question
1. | agree with 2, | agree with all the points that have
been nentioned before. Let nme skip to Question 4. | would
like to see in the application process where we have
physician or institution, I amnot confortable w th having
the custonmer assign the institution because it is too broad,
and | think it needs to be a provider, you know, a physician
i nvol ved.

Under 4 al so, another nodification | would like to
see is where the custoner is interfacing with the
technician, particular when they are referred to the 1-800
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nunber when they call saying they are having these sentinel
synptons, it was ny understanding they are going to be
referred to the designate provider,and | have a problemw th
that, particularly if it is sonething that the patient is to
be referred to 411 or, you know, 911 as an energency.

| think that is it.

DR. SWAIN:  Dr. Weintraub.

DR. VEINTRAUB: | just want to state wanting. As
a cardi ac surgeon, we deal with postoperative arrhythm as
fairly frequently, and, in fact, just about the only tine we
ever call the cardiologists to help us take care of
post operative patients with arrhythmas. Then, we call the
EP people, and then | swear they have a dart board in the
back room which has Class | and Class IIA Cass IIB, they
bl i ndfold thensel ves and go |i ke that, and they say, well,
use |lidocaine or whatever it is, because they probably don't
do nmuch better than that.

| am probably a little bit nore sophisticated, a
little bit, than the average person out on the street, and |
often can't figure out what to do with the information, so
the whole -- you know, this is just sort of summarizing what
everyone el se has said -- | amnot sure this information is
terribly useful, and | sure as hell don't know who the
target population is. | can't believe you haven't done
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mar keting research on this, and all | get right nowis a
picture of a white, upper-mddle-class patient with a charge
card is about the only person you are aimng at, and if that
is the case, you know, what is the efficacy, as soneone has
said, he has probably already got a physician.

But having said all of that, and realizing that
approval may be likely, I would -- | like the B version if
we are |looking at labeling, I like the B version, but |
understand that the feeling about the bullets on this.

s it possible to say sonething to the effect that
you m ght benefit fromthe use of personal heart device and
the Heart Alert nonitoring service if you have heart
problens related to an irregular heart rhythmand you and
your doctor want to be able to test the heart rhythnms while
you were experiencing synptons, sone synptons of irregular
heartbeat are -- and then the four or five bullets, and then
continue with the rest of it?

| think B had a |ot of disclainmers and al so
inplies the conplexity of the problem and that is why |
sort of didn't want to give it up, sort of conbining --
well, in the second paragraph, to enunerate the synptons.

DR. SPYKER: By no neans are these exclusive. W
were hoping to get this kind of interchange with you.

DR SWAIN.  Dr. Vetrovec.
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DR. VETROVEC. | just want to make kind of a
general observation. It seens to ne that in health care
overall, we are a little schizophrenic. On the one hand, we

are saying we are using too nuch technology and we are told
by managed care we ought to use our stethoscopes nore and
| ess devices, and now we are making it possible for patients
to go buy their own devices, nmaking them perhaps even nore
accessi bl e.

So, we are telling two different stories. Al
that aside, | think that this conbination of B and C
probably nmakes the nost sense. | would agree with the |ist
as it is, and I think a history of arrhythma is okay to put
in, but | feel very strongly that the exclusionary ones that
have been |isted here ought to be listed, and | really do
favor the bullet format, so people can see themeasily,
particularly things |ike pacenmakers, | think that is real
[imt to the system

So, | would suggest that you could this | abeling
soit is fairly clear what woul d happen. The last thing is,
| think under your Question No. 4, what other comments, |
woul d say very inportant that physician notification be
involved in there sonehow, and probably not an institution.

DR. SWAIN:  More than notification sign-on or
accept ance?
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DR. VETROVEC. | amnot quite sure howto do it,
but I think the physician has to know they are being
demarcated for this and has to agree to it sonehow

DR. SWAIN. COkay. Agree toit.

Dr. Gooray.

DR. GOORAY: No questi ons.
DR. SWAIN.  Dr. Coggins.
DR. GOGA NS: Not hi ng el se.

DR SWAIN My only two additions, | can't
personal |y select a group of patients that this should be
safe or efficacious for, again, because | see no data, but
if the FDA actually decided to do this, I think that the
contraindi cati ons woul d be people that had a previous EP
intervention, ablation or whatever, and in particular,
cardi ac transplant patients, knowing that sinple atrial
arrhythm as often portend rejection.

Dr. Si mmons.

DR J. SIMMONS: | was just wondering, shouldn't
we al so spell out heart attack, because this is for the
seventh grade |evel, right, instead of just saying coronary
artery di sease?

DR. SPYKER. What was the second --

DR. SWAIN.  Cardiac transplant. This has to be
rewitten. | think we all agree that witing any patient
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instructions are at the sixth grade level. That is what you
all go on. And nobody knows what arrhythmas nean. So if
this were going to be approved, it would have to be witten
at the sixth grade |evel, which actually changes heart
failure, people don't know what heart failure is.

DR. SPYKER |If we do wind up with sonme subset to
treat, one or nore of you m ght volunteer to | ook over the
final -- that type of thing is always appreciated.

DR. SWAIN.  Gabe?

DR. CGREGORATCS: | vol unteer.

DR. SVWAIN. Oh, okay.

DR. CREGORATCS: But | do have a comment that we
ought to address. On the original indications, the issue of
persons traveling was |isted, being away fromcontact with
the primary physician, | have no problemwth that if it is
phrased up properly, mght be nodestly hel pful in people who
are away fromtheir imredi ate health care environnent, so
woul d be in favor of working that into the indications.

DR G LLIAM W didn't ask the question, but how
are you supposed to find out local doctors. |[If ny patient
goes to Cklahoma and calls you from Tul sa, how are you goi ng
to give hima doctor?

DR. BRILL: W have been assured that there is a
way to get into the 911 system
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DR G LLIAM You wouldn't call ne.

DR. BRILL: Not if they were in lahona.

DR. SWAIN: | guess one question that hasn't been
addressed in any of this, and we wll ask the FDA to
consider in the long run, is the whol e el ectromagnetic
guestion, cellular phone, sonebody tries to zip the stuff
over cellular phone, and what that does to data integrity
and all that. That is an engineering question, | think.

The previous 510(k), the issues were addressed we
were told, and we didn't have access to that.

Tom or Dan, do you have the sense? | understand
we are not going to have a vote.

DR G LLIAM W are not going to vote?

DR SWAIN.  Well, that is what | have been told.

DR. CALLAHAN: The only thing I wanted to nmake
sure is that we distinguish the difference between a
procedure we use here versus one we usually use with
premar ket approval applications. Usually, wth the
premar ket approval application, we have a specific device
that is in front of us with data, and we say, okay, is there
enough to approve the device or not.

Here, the case is not the approval of the device,
but nore of the labeling, is it possible to |abel this
device -- which is already out there -- is it possible to
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| abel this device for use by the |ay popul ati on, and these
guestions sort of lay out that tenet.

DR SVWAIN.  Wuld it help you at all to have a
poll? W have got voting and non-voting nenbers, which
doesn't matter, because we are not going to have a device to
vote on even though the question is whether this is a system
or device. Wuld you |like a poll of yes or no to your
guestion by everybody sitting on the panel, neaning can you
| abel it to make it -- okay. Tony.

And the question is: can you |abel this device to
satisfy the restrictions that you would wish to put on it --
for over-the-counter use?

DR. SPYKER W agoni zed over how this question
ought to be asked, and Question 1 is really sort of the
fundanmental question. Are there patients who you think this
can be done for safely and effectively? So, that is the way
we thought it m ght be appropriate to phrase it. |If the
answer is yes, then, we will work diligently to carry out
your wishes in ternms of |abeling, and we will |et you,
encourage you, in fact, to look at the result. But if the
answer is no to this, then, we have got a different set of
- - DR. SWAIN:  Tony, yes or no?

DR T. SIMMONS: Say it again. | amsorry. Wat
is the question you are asking?
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DR. SPYKER Are there patients, how would you
descri be the patient population for whomthis system could
be done safely and effectively wi thout a prescription?

DR. SWAIN. Can you describe a patient popul ation
that this is both safe and effective for?

DR. SPYKER W have really been aski ng what woul d
t he popul ati on be, and now we are sort of asking for a
summary of yes or no, are there such patients.

DR. SWAIN. So, the question is, is there a group
of patients that this is safe and effective for -- that can
be | abel ed as safe or effective?

DR. SPYKER To be read by them

DR SWAIN  Right.

DR T. SIMMONS: | would have to honestly say yes,
you coul d define a patient popul ati on.

DR J. SIMMONS: Yes.

DR, VEI NTRAUB: Yes.

DR. VETROVEC. Can | ask the FDA a genera
guestion in terns of patient enpowernent? | nean is there a
[imt to this? |Is the potential in the future for a patient
to be able to buy a stent in the drugstore and bring it to
me to have ne put it in?

DR. CALLAHAN: Things like that are certainly
being -- if you look at the Internet, you can see various
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things on there already that they are essentially doing
that. They may not cone in hand with that, but they
certainly know what is out there, and they certainly cone to
you, | amsure, with the suggestion that naybe they need
this. So, | would it is a brave new world, we may very well
enter into that.

DR. SWAIN:  Dr. Vetrovec, do you have an answer?
VETROVEC: Yes.
SWAIN:  Dr. Gooray?
GOCRAY:  No.
SWAIN:  Dr. Goggins?
GOGE NS:  Yes.
SWAIN:  Dr. Gegoratos?
GREGCORATOS:  Yes.
G LLIAM  No.
SWAIN:  Dr. Curtis?

CURTI S: Yes.

T % %3 3 3 3 3 3 3 33

SWAIN:  No for ne.

| think the corment | woul d have to nmake about
this particular -- the way all this happened, there are sone
new panel nmenbers here. | amvery dissatisfied wth how we
got the data, what order, and | understand that there is
i ssues on the conpany side, the FDA side, and all this,
about whet her data was forthcom ng and how quickly it was
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forthcomng, and all that, but | think it made it incredibly
difficult for us to have three sets of things to | ook at,
that kind of -- the target kept noving today.

Li kewise, | think nmany of us very nuch depend on a
cogent FDA sunmary of a device, questions asked, and sone
eval uation which we didn't have today. W had questions,
but we got those dropped off on our |aps at the begi nning of
the nmeeting, so you could choose to listen to data or read
t he questi ons.

So | think a lot of the sun and the noon were in
vari ous phases on this one, that maybe we shoul dn't
duplicate this effort today.

DR. CREGORATOS: | have a coonment. | ama little
confused also, a little bit different issues, although |
agree with a lot of what Dr. Swain said. | thought we were
proceeding to review the |labeling indications, and it was
part of making specific reconmendations, and then in the
| ast 15 m nutes, sonehow we changed the tack, at |east |
have a sense of we have changed tack conpletely, and we are
closing this session rather prematurely with a statenent
that, yes, | think the mgjority said yes, there can be
| abel i ng, appropriate | abeling.

| thought it would have been nore appropriate and
frommy experience on these panels many years, it would have
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been nore appropriate to continue to discuss, to get the
panel consensus of what the appropriate |abeling would be
and then have the panel vote, in fact, that we are
recommendi ng or we are not reconmmendi ng the approval of this
device for over-the-counter use with the appropriate changes
that we have made. At |east | thought that was the process
t hat we have previously foll owed.

DR SWAIN. | think Tom explained to ne at |unch,
which | didn't understand, the difference of today versus
any ot her day.

DR. CALLAHAN: W are not neaning to shut this off
at this stage. It is just that the first question
essentially says can you define a patient population. If
you said, no, you can't, then, there is no sense conti nui ng
al ong that tack, we would go another tack and say, al
right, then, how do we go about doing that, do we have to
run a pilot study or do we do this.

| f you say there is a popul ation that can be
identified, who can self-identify thensel ves through
| abeling to use this service, then, think you are right, we
ought to continue on a bit and see who that population is
and how it should be | abeled. The nore information we have
fromyou, the better off we are.

DR. SWAI N Tony.
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DR T. SIMMONS: | think certainly when the
guestion was posed, | was answering it as a theoretical
guestion. If you are asking ne can we solve those issues
based on what is in this packet today, | would say no.
woul d say there is no way in the world this device should be
all owed on the market at the present tinme. There are so
many unanswer ed questions that are in this packet that |
can't even -- there was a |lot of agony there the way | had
to answer that question, because is it theoretically
possible to define a patient population, yes, it is
theoretically possible. Can | do it fromthis? No, | don't
think so. | would have to sit down and really think about
this a lot.

Al so, there are many unanswered questi ons about
t he conpany and how they are going to handl e these things,
and what is going to happen with the physicians, and who is
going to get notified. | mean we could be here for days
trying to straighten this thing out.

DR. SWAIN:  Jacquel i ne?

DR J. SIMMONS: | was a little concerned. |
t hought that is what we were answering when we went around
the room that was a patient population, but if you are
really asking us the latter question, then, | think maybe, |
mean | woul d say no.
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DR. SVWAI N:  Anne.

DR CURTIS: | think if you went around and asked
whet her or not we agree or would favor approval of this
system for over-the-counter use, | guess we could poll, but
| suspect that there would be a | ot nore negative conments
t han what you got the first tinme around, and that is
basically the way | feel about it, too.

| could work ny way into a very narrow range of
patients who, okay, fine, they have got the pal pitations,

t hey coul d docunent themwith the system and then go to the
physi ci an, instead of going to the physician and then
docunenting themw th ne.

Is that so inportant that we get around all these
ot her potential problematic issues about inappropriate use
and how do we really guarantee that patients that shoul dn't
get it, don't get access to it? That really bothers ne.

So, | ama little concerned about the very narrow
| awyerly interpretation of each one of those points where |
could say, well, yes, there is -- yeah, there is a patient
popul ation, and not really get at the gl obal issue, which is
that I think we all believe this is problematic at present.

DR. SWAIN.  Should there be a study or data
requi red before you change you m nd, Tonf

DR. CALLAHAN: If that is the way, you probably
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need to go around and get a consensus again, but if that is
the case, then, we need to be dealing with Question 5 rather
than 1 through 4.

DR. SPYKER  Certainly, those of you who voted no,
and | think it is appropriate that you first consider the
hypot hetical, and the hypothetical is, is it possible, is it
conceivable, and if you have sone specific things that we
can do for this particular sponsor in this particular
scenario, that is good, too, but particularly those of you
who said no, you didn't think it was theoretically possible,
then, you need to cone back with sone suggestions for us,
how do they proceed from here.

DR G LLIAM | felt no pretty strongly. Maybe
that is a challenge to ne. | can't envision a patient
popul ation that over-the-counter at this tinme this could be
a real benefit for, because we are tal king about the patient
spendi ng out of pocket close to $1,500, and the vast
majority of themit seens that we woul d never, as
physi ci ans, prescribe this for themat all.

| don't see a use for this. | see a great abuse
potential. Mybe when it costs 5 to $30, |ike the pregnancy
tests, that sort of throw away noney, nmaybe | could see it,
but $1,500 for something that purportedly is going to
protect their heart, to the general population, |I don't know
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how you can --

DR. SWAIN. | don't think we can focus on the
economcs. It is very inportant that we not focus on that.
DR. VEEI NTRAUB: | just asked that question to try

to define a market popul ation.
DR. G LLIAM | guess the econom cs i

the decision as far as | nean we are in effect,

sn't making

the majority

of people, if not all the people, who would end up using

this device, it is frankly not indicated for.

DR. SWAIN:  As one of the other "no-ers,"” | think

| would have to change ny answer to yes, theoretically, yes,

put in that terns that there probably is an indication.

woul d |i ke to see a sponsor bring to ne what they thought

the indication was, and if they thought it was

people with

coronary artery disease, and then showne it is safe and

efficacious for coronary artery disease, if they think it is

the worried well, that you will nake then |ess
then, do a study to show ne that they are |ess

| have no data, | can make no decision with no

anxi ous,
anxi ous, but

data, and |

think I would turn it around is prove an indication with

dat a.

DR. GOORAY: | said no. It is inplicit in when

the FDA puts a stanp of approval, patients don’'
anyt hi ng beyond that. Patients don't read al
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Patients, the FDA says it is okay, then, it nust be
val uabl e, and then no price is paid on the value or the
benefit.

Al t hough theoretically possible, that is true that
|, as a patient, nmay benefit fromthis, the avenue in which
| amgoing to benefit fromit is so circunferential that it
is possible that | amnot going to be want to be given that
opportunity, there is sonme problemthat is going to create a
problemto ny own health.

When FDA puts a |l abeling stanp of approval on
sonething, it has far-reaching inplications, and
irrespective of all this negative |abeling that you put on
this, people don't sit down and go through the details of
this, they don't.

DR. SWAIN:  Any other coments? | think one
guestion that keeps getting ignored is device versus system
we keep getting back to device, but our original charge at
the introduction was system and there is very little system
data or even outline of the systemhere, and that may be an
i ssue that, as we discussed earlier, that you want to
convene a group of societies and other outside experts about
| ooki ng at systens, because that is a new paradigmas far as
| am concerned. It is not just sinply netal and plastic.

It is nore answering the question can you nmake a heart
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val ve, and then we go by individual heart valves, but this
is different and it is difficult.

DR. CURTIS: Another thing, too, |I feel |ike now
with the questions that are being asked, that we are being
asked to find a way to make it possible to market this thing
over the counter, you know, is there any way we can word
this, that wll make this thing work, and that bothers ne,

t oo, exactly because of the issue of no data. | nmean we can
theoretically think of ways where that m ght work, but | am
not sure | want to be in the position of hel ping out a
conpany mar ket sonething over the counter that | don't
really believe in anyway.

DR. CALLAHAN: Maybe the question then should be
re-posed to go back and say, not theoretically, but all we
have is what we have, so maybe the question could be
re-posed and say can you | abel this device for
over-the-counter use for the population to be able to make
an i nfornmed deci sion.

DR. SWAIN:  And the other issue that | think has
been brought up by several panel nenbers is that this device
has a potential of being unsafe, and I know the spin that is
going to conme out of it as you are not letting patients take
care of their own care, and that can be the front page, as
sonebody said, of the Washington Post, but | think fromny
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personal view and what | hear from other panel nenbers is
that there is a real opportunity to harmpatients with this
device, so the spin shouldn't cone off we are taking
patients' enpowernent away. This is protective.

MR. COSTELLO Do | get a chance to say anything?

DR. SWAIN:  Any ot her panel nenbers or does the
FDA have any other --

DR. CALLAHAN: Only if you want to clarify the
poll, whether it is theoretical versus what we have to dea
with.

DR. SWAIN:  So you want two questions, theoretical
versus actual, theoretical versus this system

DR. CALLAHAN: W are going to have to sit down
and draft a |label within the next week to make a decision on
this if you think it is possible to do. So we would Iike,
if you think it is possible, some guidance as to what that
popul ation is and how we can best comuni cate that
information. If it is not possible, then, we would like to
have that information

DR. SWAIN:  Not possi bl e nmeani ng sonebody want ed
data, nore data or sonething?

DR. CALLAHAN: Not possible to do.

DR. SWAIN:  Dr. Spyker.

DR. SPYKER | do feel | want to respond to Dr.
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Curtis' coment because we agoni zed over how to phrase these
questions, and pl ease accept ny statenent that we did not
intend these questions to say please approve this at any
price. W sinply were trying to say don't throw the baby
out with the bathwater, if there are sone values to this,
then, tell us what the values are, and we who agoni ze with

| abeling for a living will probably be able to cook up
sonething to nake it accurately reflect your needs.

We are not by any neans trying to sway the panel
in that direction.

DR SWAINN W are limted on tinme and we need
another full session. Does anybody not understand the -- as
far as | can tell, the two questions that are being asked:
a theoretical question about could you ever do this, and an
actual question about --

DR. SPYKER: Have we done it?

DR. SWAIN. Have you done it, exactly.

DR, GREGORATOS:  No, no, no.

DR. SWAIN. Gabe.

DR. GREGORATCS: We certainly have not done it,
but the question is really -- the actual question is on the
basis of the avail able data, could you do it as opposed to
theoretically, which would require additional data. At
| east that is the way | | ook at is.
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DR. SPYKER The question is additional data or
not, and if we need additional data, then, that is what |
mean we haven't done it, in other words, with this package,
with this subm ssion

DR. SWAIN: Do you feel that there is no
possibility any additional data would ever make you agree
you could do this? That is one question. And on this one,
could it be done with additional data or is there adequate
enough data now to do it. That is as close as | can get to
this.

DR. VETROVEC. By "additional data," you nean in
sone way nodi fying what the conpany says, the sponsor says
there is going with it, is that right, or how they are going
to handle it?

DR. SPYKER  The distinction is things we can
handl e in | abeling, and in labeling | include things |like
the triage physician, |like you have got to have a signoff by
a doctor. That is sonething that | heard a nunber of tines,
and it seens to make sense to ne. So, that is sonething
that | believe is within our power. W do have a good deal
of regulatory authority to make that kind of thing happen,
but we do have -- | nean things we do in a week, and in a
week we can't run a study to find out whether the wal king
wounded are indeed going to be helped with this or whether
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there are patient who are going to die as a result of delay,
those are things we can't do in a week, so that is the
distinction | amtrying to nake.

DR SWAIN.  Dr. Glliam

DR. G LLIAM | have sort of a |eading question.
Can | sell a patient of mne one of these devices? | nean
the patient cones to ny office, is ny patient, can | say,
okay, for 1,000 bucks you have the device, and | wll
monitor hin? | nean is that |egal ?

DR. CALLAHAN: Right now you can --

DR SVWAIN. | don't think that is a question that

DR, G LLIAM | nean the reason being is | amjust
trying to get at sone understandi ng of what we nean by the
system |If we said we could theoretically do this, | nean
does it nean anyone on the street?

DR SWAIN.  No. W are just |ooking at
over-the-counter use for this device.

DR. G LLIAM kay.

DR. SPYKER: Which is already up and running in a
prescription node.

DR. SVWAI N Yes.

DR. CALLAHAN: | think the only confusion cane,
and it was confusion what was brought out, but Tony

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E.
Washi ngton, D.C. 20002
(202) 546-6666



aj h

menti oned or Dr. Simmons nentioned that he voted on the
theoretic base that, yeah, there could be sone way of doing
this, but our problem as Anne is alluding, is do we have
that possibility nowin front of us, so we are trying now to
di stingui sh between when we went around before saying can we
do this, the idea was can we do this with what we have. Al
we have is what is in the submssion. So we are trying to
make the distinction now, not on a theoretic basis, but can
we do it with what we hand i n hand.

DR. SVWAIN.  Ckay.

DR T. SIMMONS: | would say, you are asking ne
for ny vote --

DR. SVWAIN.  Your view -- we are not voting -- Vview
for the FDA

DR T. SIMMONS: M viewis that it is conceivable
to theoretically define a population. There is no way on
this subm ssion, no way.

DR. SWAIN:  Dr. Jacqueline Sinmons?

DR J. SIMMONS: | think about 20 m nutes ago we
went around the room and we tal ked about the group, changing
fromBto C, and | think that it was ny understandi ng that
is a popul ation base that we could market this to, and so |
think the answer to that woul d be yes.

DR SWAIN.  In the next nonth, do you think the
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data is sufficient to nmake that answer yes now for this
particul ar device versus a theoretical ?

DR. J. SIMMONS: Not really.

DR. SWAIN. So does your answer agree with Dr.

Si mons, yes and no, yes theoretically?

DR. J. SIMMONS: Yes and no, right. Yes
theoretically and no, we do not have the data.

DR. SWAIN. | don't want to |lead you, but in a
week do you have the data to do it.

Dr. Wi ntraub.

DR. VEEI NTRAUB: The theoretical question until you
define that population to ny benefit, yeah, | think maybe
so, | amnot sure what that populationis. | amnot sure in
the long run how inportant it is, frankly.

The second question about the data, | amnot sure
that any data woul d be avail able no matter what you did. W
are talking fairly small hit rates in terns of at best 10
percent in a selected population. This is an unsel ected
popul ation. You are talking about 1 or 2 percent hit rate,
and you are going to have to have 10,000 patients before you
can prove anything. So, | think the data are not there, the
data w |l probably never be there. | think one has to nake
t he decision on the basis of whether you think this is a
har nful device, whether you think it m ght be sonmewhat
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ef ficacious in sonme popul ation.

| don't think the data are there, | don't think
t hey are obtainabl e.

DR. SWAIN. Wuld the dass I, Il, and Il AC
recomendati ons be a backbone to go on?

DR. VEEI NTRAUB: Probably.

DR SWAIN.  Dr. Vetrovec.

DR. VETROVEC. | think, no doubt theoretically,
you can construct a population. |Is the data here? | am
fairly confortable with the list that we cane up with that
it is safe. Is it effective, | don't think we know that at
all. 1 have to agree with M. Wintraub | think to prove it
is effective woul d be probably an unrealistic study.

DR SWAIN:. Dr. Gooray.

GOCRAY: | think I have said enough.

SWAIN:  Dr. Goggins?

3 3 3

GOGENS: | think I will abstain based on the
fact that | don't get a conplete package, and | amnot a
practicing physician.

DR SWAIN.  Dr. G egoratos.

DR. GREGORATCS: My answer is yes and yes, and |
agree very nmuch with Dr. Weintraub. | think that there is
enough information available currently to construct a |ist
of indications for the over-the-counter marketing of this
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device that would avoid harm | also agree that probably
the benefit to be gained fromsuch marketing is going to be
very, very small, if any. And | agree very nuch that it is
wel | nigh inpossible to plan long-termtrials that wll
adequately provide us with additional data.

DR SWAIN: Dr. Glliam

DR G LLIAM | agree with everything he said and
| will vote exactly opposite, no and no.

DR. SWAI N: Dr. Curtis.

DR CURTIS: | think | mght be able to summari ze
the answers to the questions. | think what it cones down to
is can you describe the patient population. | would say

yes, no known structural heart disease with the indications
that we have. | think that group of patients it would
probably be safe for, |I don't think we are going to do

anyt hing bad to them

Is it effective? GCccasionally. | think the cost
effectiveness is not going to be there, but that is not what
we are being asked, but I think occasionally, it could be
effective.

In terms of who it shouldn't be used for, | would
throw out the patients with known structural heart disease,
pacenmakers, |CDs, previous EP evaluation, as nentioned,
heart transplants. Throw out the people we already know
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have cardi ac disease. |f they have got known cardi ac

di sease, they ought to have a physician, and that physician
ought to be better qualified to know whet her or not an event
monitor is an appropriate way to eval uate whatever synptons
t hey have.

Thirdly, the labeling. |If you nodify the B and C,
and sonmehow conbine them | think you could get a list of
i ndi cations and contraindi cations that woul d make sense, and
then the further nodifications would be to the MD. agreeing
to be a physician of record or those coments that were
made, and that the patient protocols be clarified as to what
the patients are going to be told and how that information
is going to be used, because that has been conpl etely vague
so far.

So as nmuch as | overall am negative about the
thing, if you ask nme can you do it, |I would say yeah, in a
very sel ected patient population | think you can nake it
wor k.

DR SWAIN. | wonder if the FDA would like to
consi der what we did on the short stent, sort of
fast-tracked it in a huge change. The original thing was
you could put a stent in anybody as far as | recall what
that original one was, and that we had a group of experts
work with the FDA and the conpany over a couple nonths,
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perhaps with Dr. Curtis, very nmuch limted, down from 10
mllion to worried well, people w thout any evidence of

di sease, whether a subcommittee of this group with
particul ar expertise could work with the FDA and the conpany
to make it a "yes/probably" rather than a yes/no, which
several of us would go for right now How about a
conprom se on that one?

DR. CALLAHAN: | think we could do that, but not
in a couple of nonths, it would be nore in a couple of weeks
t ur nar ound.

DR. SWAIN:  Who is defining a couple of weeks?

DR. CALLAHAN. Well, we, in the agency, have had
this -- this canme through as a 510(k) originally and only
recently has the question of, well, can you really | abel
this adequately conme up, and so we are trying to, in
bringing this forward to the panel, nmake a decision tinely
even though we have al ready had our 90 days to nake the
deci si on.

DR SWAIN. | would inmagine that if the conpany
agreed that it was going to be on a |longer tine line,
because it may be that if you had to say a couple of weeks,

t he answer woul d have to be no, but, in fact, if the conpany
agreed that it could be as expeditious as we can get stuff
done, which is a couple of nonths, two, three nonths it took
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on that stent, but the conpany got a product that was
refused ot herw se.

DR. VEEI NTRAUB: But wasn't that al so pendi ng sone
national study?

DR SWAIN:  No, it was pending really limting
things. | don't knowif that is -- if you have all got the
sense - -

DR. CALLAHAN:. You could poll the conpany and ask
whet her or not they --

DR G LLIAM | get the sense that we are being
sort of asked to endorse over-the-counter use or not, | nean
in some way, and | guess | for one would like to say that,
you know, we have no data fromthe conpany that this is even
possible in any way. They say the device is safe. Well, we
knew that already. And then it is useful, well, we know
t hat al ready under a physician's guide, but we have
absol utely no information what soever

And if the question is can we do this as an
over-the-counter, and you need to answer two weeks from now,
| would vote that if you pushed ne today, | would say no,
you can't. Am | msinterpreting?

DR CALLAHAN: No.

DR. CALLAHAN: Because | didn't get that sense
until just this very nonent that we are sort of under a gun
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of a couple of weeks to say yea or nay to an
over-the-counter -- the real question is can we do this over
t he counter.

DR. CALLAHAN. That is the real question, but the
couple of weeks is only that we don't have any nore data, we
are not going to have any nore data if we wait a nonth of
two nonths. |If you want nore data, we have to know what
data you want, and then we can decide how long it is going
to take.

DR SWAIN: | think the question cane wth what
Dr. Weintraub and Vetrovec and Gregoratos said is if, in
fact, the only indication is the worried well, maybe the
agreenent woul d be you wouldn't need further data; if you
made an indication for anything other than the worried well,
anybody with any kind of structural heart disease, then, you
woul d probably need data. So that may be the question that
you will want to consider when you take this under
advi senent since we are the advisory committee.

DR J. SIMMONS: Then, that would elimnate that
group that we just identified in B and C.

DR SWAIN. History would elimnate it. W are
tal king about worried well like starting an exercise program
or sonet hi ng.

| just wonder, if there is no nore comments from

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E.
Washi ngton, D.C. 20002
(202) 546-6666



this group, if the conpany representatives wanted to coment
on sonet hi ng.

DR. BRILL: | wanted one clarification on what you
were just discussing. If you require a physician to sign
off, and the patient has those things which you are
concerned about, but the physician signs off, how does that
fit in wth the discussion you just had?

DR. SWAIN.  You have already got a physician
referral service, physician, but --

DR. BRILL: So if the physician signs off, even
t hough they may have one of the things that this panel is
concerned about, that is okay?

DR. SWAIN. No, it is not okay. Signing off is
far different from being the physician referral arrhythm a
service that is present now

Did you have --

MR. COSTELLGO  Yes, | had one quick coment to
make before. Many of you have referred to | ack of data.
Sent to the FDA over a nonth ago was our historical data
referenced in a Decenber 16th neno, and | was curious to
determ ne whether or not that was in your packages at all.

DR. SWAIN: Data on using the other service?

MR. COSTELLO Data on Heart Alert's current
physi ci an- based subscri ber servi ce.
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DR SWAIN. | wouldn't think that is relevant, but
| don't think it is in the package.

DR. VEEI NTRAUB: 510(k), it is relevant.

DR. SWAIN:.  Again, it is a device versus a system
That only says whether that netal and plastic works, not
whet her the entire rest of the system worKks.

DR J. SIMMONS: Yes, we have got that.

DR. SWAIN.  You nean the historical data, yes.

DR. BRILL: |Is there sone data which you conceive
we woul d have had about a subscri ber-based service? | agree
with some of the doctors who say we m ght not ever be able
to obtain it, but certainly without approval to do it, it
woul d have been difficult to present you with data about how
successful it was.

DR G LLIAM | think it would be possible to sort
of inalimted way test it out and see. | would be kind of
curious to see if you stuck it, a free nonitor, let's say,
in an office of a primary care doctor, just basically say,
okay, we are not going to refer anybody to it, just arrange
to, say, where you would just see who would pick it up and
who woul d use it, and you would have a |ot nore information
onit, sothat is not quite the sane, just to have sone idea
of what percentage of the people wal king through the doors
and saw it would use it, and who those people woul d be.
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That is not quite the same as $1, 500 down.

DR SWAIN. | think we could go through a whole
deal on this. | nean there were six patients as far as |
can tell that were nentioned that were in the study. | nean
this is so confusing that -- | don't know, and | think we

absol utely cannot tal k about noney on this panel on the
financial things. W cannot do that.

Any ot her questions that the panel has or the FDA
has?

DR. SPYKER: Could | get those fol ks who, should
we decide to proceed with | abeling this, would be happy to
hel p us review the | abel ?

DR. SVAIN.  Who would like to? Dr. G egoratos
would like to do that. | amsure Dr. Curtis would like to
doit. And Dr. Glliam W have got pretty well the
spectrum of views right down this row here. That is not a
bad sel ection for advice.

DR. SPYKER  Thank you.

DR. CALLAHAN: Thank you very nuch. It is not an
easy task, and we struggled obviously with it as well. It
is not our typical way of doing business and a typical issue
that get brought before us. So | appreciate your struggling
withit. W wll keep you informed. | think we have an
i dea of where you all are comng fromand why. We will keep
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you infornmed as to where it goes and what the next steps
are.

DR. GREGORATCS: But | have a sense that this wll
be com ng down nore and nore over the next few years, so it
may be well worthwhile for the agency to figure out the
process |ike which over-the-counter use of devices is
approvabl e or not maybe a little bit better or figure out
what process is going to follow, so we don't run into this
guandary every tine.

DR. CALLAHAN: That is probably well, and | think
what you are finding and what has been alluded to here, it
really goes into a whole host of issues |like practice of
medi ci ne, well care paynent, all the new ways of doing of
heal th plans, professional societies. There are big issues
here with full swings in the way we deal with nedical care.
So, it would be well to -- | think you are right, we wll
see nore of this type. | don't knowif we will see
cat heters, but we m ght.

DR. SWAIN.  We are adj ourned.

[ Wher eupon, at 2:44 p.m, the neeting was

adj our ned. ]
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